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Title  21 — Food  and  Drugs 

SUBCHAPTER  A — GENERAL 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 
DRUG,  AND  COSMETIC  ACT  AND  THE 
FAIR  PACKAGING  AND  LABELING  ACT 

Imitation  Foods;  Application  of  the  Term 
"Imitation” 

In  the  Federal  Register  of  January  19, 
1973  (38  FR  2138),  the  Commissioner  of 
Food  and  Drugs  proposed  under  Title  21 
a  new  5  1.8(e),  defining  the  term  "imita¬ 
tion”  for  purposes  of  enforcing  section 
403<c)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act. 

A  total  of  236  comments  were  received 
in  response  to  the  proposal  from  con¬ 
sumers,  consumer  organizations,  state 
agencies,  manufacturers,  and  trade  and 
agricultural  associations.  Seventy-six 
comments  favored  the  proposal  and  101 
opposed  it.  Ten  comments  did  not  di¬ 
rectly  address  its  contents.  The  remain¬ 
ing  comments  requested  modification, 
clarification,  or  additional  requirements. 
The  points  raised  and  the  Commission¬ 
er’s  conclusions  are  as  follows: 

1.  Five  State  agencies,  a  manufacturer, 
and  a  consumer  group  questioned  the 
correctness  of  the  Commissioner’s  inter¬ 
pretation  of  section  403(c)  of  the  Act. 
The  comments  questioned  the  Commis¬ 
sioner’s  authority  to  establish  a  defini¬ 
tion  for  the  term  “imitation”  which  was 
asserted  to  be  more  restricted  than  the 
interpretation  adopted  in  earlier  court 
cases  (62  Cases  *  *  *  Jam  v.  United 
States,  340  U.S.  593  (1951)  and  United 
States  v.  651  Cases  *  *  *  Chocolate 
Chil-Zert,  114  F.  Supp.  430  (N.D.  N.Y. 
1953)).  One  industry  association  urged 
that  this  proposed  definition  be  given 
more  careful  consideration  before  it  is 
finally  promulgated,  but  did  not  state 
opposition  to  it.  Two  comments  suggested 
that  the  Food  and  Drug  Administration 
consider  recommending  legislation  to 
repeal  section  403(c)  of  the  Act.  One 
based  this  recommendation  on  tae  prem¬ 
ise  that  if  new  products  are  to  be  mar¬ 
keted  under  their  own  names,  section  403 
(c)  is  not  needed.  The  other  suggested 
that  FDA  should  obtain  data  on  what 
“imitation”  means  to  the  consumer,  and 
that  if  consumer  interpretation  has 
changed,  section  403(c)  should  be  re¬ 
pealed  and  all  products  should  compete 
under  common  or  usual  names. 

The  Commissioner  concludes  that  the 
definition  of  “imitation”  set  forth  in  this 
regulation  is  fully  consistent  with  the 
court  opinions  in  the  Jam  and  Chil-Zert 
cases,  cited  above,  both  of  which  dis¬ 
cussed  factors  of  resemblance,  substitu¬ 
tion,  and  inferiority  in  concluding  that 
the  products  involved  were  imitations. 
There  have  been  several  State  court  cases 
in  the  past  10  years  holding  that  a  vege¬ 
table  oil  substitute  for  cream,  which  looks 
like,  tastes  like,  and  is  intended  to  re¬ 
place  cream,  is  not  an  “imitation  cream” 
but  rather  is  a  separate  and  distinct 
product  that  should  bear  its  own  com¬ 
mon  or  usual  name.  See,  e.g.,  Coffee-Rich, 


Inc.  v.  Kansas  State  Board  of  Health, 
388  P.2d  582  (Kan.  1964);  Coffee-Rich, 
Inc.  v.  Michigan  Department  of  Agricul¬ 
ture,  135  N.W.  2d  594  (Mich.  1965) .  These 
cases  represent  the  most  current  and  de¬ 
finitive  judicial  interpretation  of  the 
term  “imitation.” 

Several  consumers  stated  that  “All 
imitation  foods  should  be  labeled  as 
such.”  Section  403(c)  so  requires.  This 
regulation  is  intended  to  provide  a  clear 
and  reasonable  definition  of  “imitation” 
so  that  section  403(c)  can  be  enforced 
consistently  and  fairly. 

The  Commissioner  also  concludes  that 
section  403(c)  should  not  be  repealed.  As 
interpreted  in  this  regulation  it  consti¬ 
tutes  a  valuable  consumer  protection 
measure  by  protecting  against  nutrition¬ 
ally  inferior  substitute  foods. 

2.  Some  comments  asserted  that  the 
proposal  would  cause  difficulty  in  en¬ 
forcement  of  some  State  laws,  and  that 
the  proposal  does  not  give  the  manufac¬ 
turer  of  a  food  a  clear  explanation  of 
how  he  can  meet  the  nutritional  equiva¬ 
lence  requirement  before  he  markets  his 
product.  These  comments  contended  that 
leaving  the  determination  of  nutritional 
equivalence  to  the  ad  hoc  determination 
of  the  Commissioner  would  make  the 
regulation  vague,  indefinite,  and  invalid. 

The  Commissioner  concludes  that  a 
clear  definition  of  the  term  “imitation” 
for  the  purposes  of  section  403(c)  of  the 
act  should  not  create  difficulty  in  the 
enforcement  of  State  laws,  since  this  def¬ 
inition  follows  the  most  recent  State 
court  judicial  decisions. 

The  Commissioner  also  concludes  that 
the  definition  of  “imitation”  promulgated 
in  this  order  is  sufficiently  clear  for  a 
manufacturer  of  a  substitute  food  to  de¬ 
termine  prior  to  marketing  whether  or 
not  such  a  product  is  an  imitation,  and 
indeed  is  much  more  helpful  than  the 
current  absence  of  any  definition.  In 
order  to  clarify  this  matter  further,  the 
final  regulation  provides  a  clearer  defini¬ 
tion  of  nutritional  inferiority  and  no 
longer  provides  for  “ad  hoc”  determina¬ 
tions  of  nutritional  inferiority  by  the 
Commissioner  on  the  basis  of  criteria 
not  stated  in  a  regulation. 

3.  One  comment  stated  that  nutri¬ 
tional  inferiority  should  not  be  the  only 
criterion  for  defining  “imitation.”  Two 
comments  stated  that  the  criteria  for 
authorizing  omission  of  the  term  “imita¬ 
tion”  from  the  label  of  a  substitute  food 
should  be  based  on  consumer  under¬ 
standing  of  the  overall  impression  con¬ 
veyed  by  the  food,  the  labeling,  and  the 
container.  Another  comment  requested 
that  additional  labeling  requirements  be 
established  so  that  consumers  can  better 
differentiate  between  new  and  tradi¬ 
tional  foods.  Still  other  comments  rec¬ 
ommended  labeling  foods  according  to 
actual  food  value,  irrespective  of  their 
imitation  status. 

Nutritional  inferiority  is  not  the  only 
criterion  involved  in  the  defining  “imita¬ 
tion”  status.  An  evaluation  of  the  overall 
impression  conveyed  by  the  food  must 
first  establish  that  the  food  is  a  substi¬ 
tute  for  and  resembles  another  food. 

No  comment  was  able  to  articulate  or 
even  suggest  objective  standards  consti¬ 


tuting  inferiority  in  addition  to  nutri¬ 
tional  inferiority.  Whenever  the  Com¬ 
missioner  or  any  other  interested  person 
concludes  that  a  substitute  food  is  in¬ 
ferior  for  reasons  other  than  those  set 
forth  in  the  present  regulation,  he  may 
propose  appropriate  revisions  to  this  reg¬ 
ulation  or  a  separate  regulation  govern¬ 
ing  the  particular  food.  The  Commis¬ 
sioner  concludes  that  the  only  objective 
factors  defining  inferiority  that  can  be 
quantitated  at  this  time  relate  to  nuti  i- 
tional  inferiority.  Other  factors  of  com¬ 
parison,  such  as  taste,  texture,  origin  and 
cost,  are  too  subjective  and  uncertain  to 
be  appropriate  for  inclusion  in  this  regu¬ 
lation. 

Additional  labeling  requirements  al¬ 
ready  exist  which  help  the  consumer  to 
distinguish  between  foods,  including  new 
and  traditional  foods.  For  example,  the 
principal  display  panel  of  a  food  in  pack¬ 
age  form  must  bear  as  one  of  its  prin¬ 
cipal  features  a  statement  of  the  identity 
of  the  commodity,  §  1.8(a)  and  (b).  The 
Commissioner  has  recently  promulgated 
a  procedure  which  can  be  utilized  to  es¬ 
tablish  a  common  or  usual  name  for  a 
new  food  product,  to  prevent  consumer 
confusion  with  a  traditional  product,  21 
CFR  Part  102  published  in  the  Federal 
Register  on  March  14,  1973  (38  FR 
6964),  and  new  §  1.8(e)  specifically  re¬ 
fers  to  this  procedure  as  one  means  of 
providing  informative  labeling.  The  nu¬ 
tritional  value  of  a  food  is  also  required 
to  be  labeled  under  §  1.17  whenever  a 
nutrient  is  added  or  a  nutrition  claim  is 
made  for  the  product.  All  ingredients  in 
a  nonstandardized  food  must  be  included 
on  the  label,  and  new  §  1.8(d)  requires 
uniform  placement  and  a  minimum  type 
size  for  this  information.  Finally,  sec¬ 
tion  402(b)  of  the  act  prohibits  any  eco¬ 
nomic  adulteration  and  section  403(a)  of 
the  act  prohibits  use  of  any  labeling 
which  is  false  or  misleading  in  any  par¬ 
ticular.  In  view  of  all  of  this  informative 
labeling,  the  existence  of  other  statutory 
provisions  to  prevent  deception,  and  the 
clear  requirement  of  inferiority  in  sec¬ 
tion  403(c)  of  the  act,  the  Commissioner 
concludes  that  it  would  be  contrary  to 
the  statute  and  the  public  interest  to  in¬ 
terpret  section  403(c)  as  a  trade  barrier 
against  the  introduction  of  nutritious 
new  food  products. 

4.  Numerous  comments  were  con¬ 
cerned  with  the  effect  of  the  regulation 
on  standardized  foods. 

a.  Several  comments  from  trade  asso¬ 
ciations  and  manufacturers  of  standard¬ 
ized  foods  suggested  that  Food  and  Drug 
Administration  approval  of  a  common 
or  usual  name  be  required  for  products 
which  are  substitutes  for  standardized 
foods,  but  that  such  approval  remain  op¬ 
tional  for  substitutes  for  non-standard- 
ized  foods.  Several  other  manufacturers 
stated  that  any  new  products  resembling 
standardized  foods  should  be  labeled 
“imitation.” 

This  regulation  will  not  reduce  in  any 
way  the  protection  afforded  by  standards 
of  identity  to  the  consumer,  or  to  persons 
who  manufacture  standardized  foods. 
Any  food  which  purports  to  be  or  is  rep¬ 
resented  as  a  standardized  food  but 
which  does  not  conform  to  the  standard 
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of  identity  is  deemed  to  be  misbranded 
under  section  403(g)  of  the  act.  See,  e.g. 
62  cases  *  *  *  Jam  v.  United  States, 
340  U.S.  593  (1951).  A  substitute  for  a 
standardized  food  may  properly  be  la¬ 
beled  with  a  distinctive  common  or  usual 
name  or  a  descriptive  term  or  phrase  if 
it  is  sufficiently  informative  to  prevent 
confusion  with  the  standardized  product. 
The  Commissioner  finds  that  it  is  neither 
necessary  nor  practical  to  require  prior 
approval  of  all  such  common  or  usual 
names.  The  present  way  by  which  com¬ 
mon  or  usual  names  may  be  established, 
under  §  102.1(d)  published  in  the  Fed¬ 
eral  Register  on  March  14,  1973  (38  FR 
6966)  provides  adequate  consumer  pro¬ 
tection. 

b.  Two  consumers,  two  manufacturers, 
and  an  agricultural  association  recom¬ 
mended  that  new  standards  of  identity 
be  required  for  all  new  products.  One 
trade  association  requested  that  stand¬ 
ards  be  required  for  new  table  spread 
products. 

The  Commissioner  has  concluded  that 
there  is  no  need  to  require  standards  of 
identity  for  all  new  food  products,  just 
as  there  has  been  no  need  for  standards 
for  all  existing  products.  Interested  par¬ 
ties  may  submit  petitions  to  establish 
standards  of  identity  for  any  food  prod¬ 
ucts,  new  or  existing.  Standards  will  be 
proposed  and  adopted  whenever  this  is  in 
the  public  interest. 

c.  One  trade  association  suggested  that 
the  regulation  should  preclude  the  use 
of  a  standardized  name  in  connection 
with  the  name  of  a  nonstandardized 
product. 

The  Commissioner  rejects  this  sug¬ 
gestion  because  in  some  cases  it  may  be 
necessary  to  include  a  standardized  name 
in  the  name  of  a  substitute  food  in  order 
to  provide  the  consumer  with  accurate, 
descriptive,  and  fully  informative  label¬ 
ing. 

d.  A  trade  association  asserted  that  the 
proposed  regulation  would  constitute  a 
“short  cut  procedure  to  product  stand¬ 
ards,”  which  may  not  be  valid. 

This  regulation  does  not  establish  a 
procedure  for  standardizing  the  identity 
or  the  name  of  a  food  product,  other 
than  use  of  the  name  “imitation.”  The 
establishment  of  a  common  or  usual 
name  for  a  non-standardized  food  prod¬ 
uct  is  governed  by  Part  102  (38  FR 
6964),  and  standards  of  identity  are 
governed  by  Part  10.  Section  1.8(e)  inter¬ 
prets  only  section  403(c)  of  the  act. 

5.  The  following  requests  for  clari¬ 
fication  were  received  relative  to  labeling 
requirements  under  the  proposed  regula¬ 
tion: 

a.  May  a  food  be  labeled  “imitation”  if 
it  is  not  nutritionally  inferior  to  the  food 
for  which  it  is  a  substitute? 

b.  Is  a  common  or  usual  name  required 
for  a  food  which  is  nutritionally  inferior 
and  labeled  as  an  imitation? 

c.  Is  a  fanciful  name  optional  or  is  it 
required  in  addition  to  a  common  or 
usual  name? 

d.  What  is  the  difference  between 
“common  or  usual  name,”  and  “appro¬ 
priately  descriptive  term”? 

A  manufacturer  or  distributor  may  la¬ 
bel  a  substitute  food  which  is  not  nutrl- 
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tionally  inferior  to  the  traditional  food 
as  an  imitation  if  he  concludes  that  the 
product  is  inferior  in  some  other  way  and 
if  use  of  the  term  is  not  misleading.  A 
substitute  food  which  is  nutritionally  in¬ 
ferior  and  labeled  as  an  imitation  will  in 
most  cases  thereby  bear  a  sufficient 
statement  of  identity,  but  “imitation” 
may  not  be  used  as  the  sole  common  or 
usual  name  if  it  is  misleading  to  the 
consumer.  In  some  cases  an  additional 
informative  term  or  phrase  will  be  nec¬ 
essary  to  avoid  a  misleading  label.  If 
there  is  an  established  common  or  usual 
name  for  a  substitute  product,  use  of 
“imitation”  labeling  for  that  product 
would  inherently  be  misleading  and  thus 
prohibited. 

The  use  of  fanciful  names  in  food  la¬ 
beling  is  optional,  and  the  regulation  has 
been  revised  to  state  this  fact. 

A  common  or  usual  name  is  an  estab¬ 
lished  term  identifying  a  particular  food. 
The  common  or  usual  name  of  a  food 
may  be  established  by  regulation  (e.g., 
by  a  standard  of  identity  promulgated 
pursuant  to  section  401  of  the  act,  in  a 
common  or  usual  name  regulation  pur¬ 
suant  to  Part  102,  or  in  a  regulation  es¬ 
tablishing  a  nutritional  quality  guideline 
pursuant  to  Part  100),  or  by  common 
everyday  usage.  Where  a  common  or  us¬ 
ual  name  exists,  it  must  be  used.  For  a 
food,  especially  a  new  product,  for  which 
there  is  no  established  common  or  usual 
name,  an  appropriately  descriptive  term 
must  be  used,  and  there  may  be  more 
than  one  such  descriptive  term  in  use 
for  a  food  until  a  common  or  usual  name 
is  established.  Widespread,  consistent  use 
of  a  descriptive  or  fanciful  term  for  a 
sufficient  time  period  will  result  in  such 
term  being  established  as  the  common  or 
usual  name.  An  appropriately  descriptive 
term  may  also  be  established  as  a  com¬ 
mon  or  usual  name  by  petition  pursuant 
to  Part  102  eliminating  the  time  required 
for  common  usuage. 

6.  One  comment  stated  that  the  reg¬ 
ulation  should  require  manufacturers  of 
substitute  foods  to  demonstrate  equiva¬ 
lent  consumer  acceptance  of  such  foods 
to  traditional  foods  through  consumer 
and  market  acceptability  studies.  The 
Commissioner  rejects  this  suggestion. 
The  purpose  of  the  act  and  of  this  reg¬ 
ulation  is  to  provide  the  consumer  with 
sufficient  information  on  food  labels  so 
that  he  can  choose  intelligently  among 
the  various  products  before  him,  not  to 
limit  choices  to  those  products  which 
have  previously  obtained  consumer  ac¬ 
ceptance. 

7.  For  foods  which  resemble  other 
foods  and  are  not  nutritionally  inferior 
to  them,  one  individual  suggested  that 
“ana”  (an  abbreviation  for  analog)  be 
considered  as  a  prefix  or  suffix  to  the 
name  of  the  traditional  food  which  the 
analog  product  resembles,  e.g.,  anabacon, 
anabeef,  or  cheeseana.  The  Commis¬ 
sioner  agrees  that  in  some  cases  a  term 
such  as  “ana”,  or  an  alternative  uniform 
system  of  identification,  might  be  a  prac¬ 
tical  element  of  a  common  or  usual  name. 
However,  considerable  care  would  have 
to  be  taken  to  insure  that  such  termi¬ 
nology  is  used  in  conjunction  wth  a  de¬ 
scriptive  term  so  as  to  provide  fully  in- 
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formative  labeling  which  would  not  be 
confusing  or  misleading  to  the  con¬ 
sumer.  Adoption  of  any  such  terminology 
should  be  pursuant  to  the  procedures 
established  in  §  102.1(d)  published  in 
the  Federal  Register  on  March  14,  1973 
(38  FR  6966). 

8.  A  number  of  comments  were  related 
to  the  definition  of  nutritional  inferi¬ 
ority.  Some  comments,  predominantly 
from  industry,  requested  a  stricter  defini¬ 
tion  of  “nutritionally  inferior.”  One  sug¬ 
gested  that  nutritional  inferiority  be 
based  on  10  percent  of  the  amounts  of 
the  essential  nutrients  present  in  the 
traditional  food  for  which  a  new  prod¬ 
uct  is  a  substitute.  Other  comments  sug¬ 
gested  requiring  equal  amounts  of  nu¬ 
trients  for  a  substitute  food  to  avoid 
imitation  status.  While  one  of  these  com¬ 
ments  suggested  that  the  total  profile  of 
available  nutrients  be  considered, 
another  suggested  that  all  essential  nu¬ 
trients  present  in  a  significant  amount 
be  considered,  and  that  such  significant 
amounts  should  be  based  on  caloric 
content  of  the  food  as  well  as  percentages 
of  the  U.S.  Recommended  Daily  Allow¬ 
ance  (RDA)  present  per  serving. 

The  Commissioner  agrees  that  the 
proposed  criterion  for  nutritional  in¬ 
feriority  (ten  percent  of  the  U.S.  RDA) 
would  allow  foods  with  less  than  ten 
percent  of  the  U.S.  RDA  of  essential 
nutrients  to  be  substituted  for  by  simi¬ 
lar  products  which  might  contain  none 
of  these  nutrients  and  yet  not  be  labeled 
as  imitations.  In  order  to  prevent  such 
occurrences  and  in  response  to  com¬ 
ments,  the  definition  of  nutritional  in¬ 
feriority  has  been  revised  to  include  any 
reduction  in  the  content  of  an  essential 
vitamin  or  mineral  or  of  protein  that  is 
present  in  a  “measurable  amount.”  A 
“measurable  amount”  of  an  essential  nu¬ 
trient  is  defined  as  two  percent  or  more 
of  the  U.S.  RDA  of  that  nutrient  per 
serving  or  portion  of  the  food,  as  set 
out  in  §  1.17.  Protein  and  those  vitamins 
and  minerals  listed  under  §  125.1(b)  wTill 
be  considered  essential  nutrients  for  all 
substitute  foods.  The  regulation  is  modi¬ 
fied  accordingly. 

Other  comments  regarding  the  defi¬ 
nition  of  nutritional  inferiority  included 
arguments  that  such  a  concept  should 
include  the  quality  of  nutrients  as  well 
as  their  quantity,  especially  protein 
quality.  One  comment  requested  that 
bioavailability  of  nutrients  be  consid¬ 
ered,  and  another  requested  considera¬ 
tion  of  maximum  limits  on  the  amounts 
of  various  nutrients  in  foods  subject  to 
this  regulation.  The  U.S.  RDA  of  pro¬ 
tein  is  already  related  to  quality,  under 
§  1.17(c)  (7)  (ii),  and  there  are  no  mean¬ 
ingful  distinctions  of  quality  for  those 
nutrients  listed  in  §  125.1  (b) . 

There  is  at  this  time  no  apparent  need 
for  bioavailability  requirements.  Bio¬ 
availability  is  significant  for  certain 
drugs  because  of  the  need  to  deliver  the 
drug  to  the  body  in  precise,  consistent 
amounts.  Nutrients  in  foods  exist  in 
widely  varying  concentrations  and  there 
is  not  the  same  need  for  a  precise,  con¬ 
sistent  amount  to  be  delivered.  However, 
if  problems  of  bioavailability  of  specific 
added  nutrients  should  be  discovered  in 
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the  future,  the  Food  and  Drug  Admin¬ 
istration  wiU  establish  regulations  gov¬ 
erning  bioavailability  requirements  for 
such  added  nutrients. 

Excessive  nutrient  fortification  will  be 
effectively  prohibited  by  §  80.1,  which 
would  apply  to  any  substitute  food  prod¬ 
uct  to  which  nutrients  listed  under 
§  125.1(b)  are  added  in  amounts  greater 
than  necessary  to  prevent  inferiority 
as  compared  to  the  food  for  which  it 
substitutes,  if  any  such  nutrients  are 
present  in  the  food  at  a  level  higher  than 
the  lower  limit  established  by  §  80.1(f) 
(1). 

One  manufacturer  felt  that  nutri¬ 
tional  inferiority  should  not  be  defined 
until  a  committee  of  experts  appointed 
by  the  National  Academy  of  Sciences 
(NAS)  has  reviewed  and  recommended 
guidelines  for  such  a  definition. 

The  Commissioner  recognizes  the  sig¬ 
nificance  of  the  definition  of  nutritional 
inferiority  as  well  as  the  benefits  derived 
from  NAS  expert  committees.  However, 
the  Commissioner  concludes  that  there  is 
no  need  for  such  a  committee  at  this 
time. 

9.  One  comment  stated  that  if  there 
are  circumstances  which  would  result  in 
a  food  being  nutritionally  inferior  for 
reasons  other  than  that  stated  in  the 
definition,  such  specific  circumstances 
should  be  named  in  the  regulation. 

The  proposal  recognized  the  possibility 
that  a  food  might  be  found  to  be  nutri¬ 
tionally  inferior  for  additional  reasons 
not  stated  in  the  regulation,  and  author¬ 
ized  notice  from  the  Commissioner  to 
the  manufacturer  or  distributor  in  such 
cases.  The  final  regulation  has  been  re¬ 
vised  to  eliminate  any  reference  to  reg¬ 
ulatory  action  for  violation  of  section 
403(c)  of  the  act  based  on  standards  of 
inferiority  not  promulgated  in  a  regula¬ 
tion.  The  final  regulation  provides  that 
if  the  Commissioner  concludes  that  a 
food  is  a  substitute  for  and  resembles 
another  food  but  is  inferior  to  the  food 
initiated  for  reasons  other  than  those  set 
forth  he  may  propose  appropriate  revi¬ 
sions  to  the  regulation  or  he  may  pro¬ 
pose  a  separate  regulation  governing  the 
particular  food. 

10.  One  comment  suggested  that  a  spe¬ 
cific  type  size  be  required  for  any  “imita¬ 
tion”  designation,  in  relation  to  the  type 
used  for  the  brand  name.  Since  existing 
regulations  require  that  any  such  desig¬ 
nation  be  conspicuous,  the  Commissioner 
concludes  that  this  is  unnecessary.  Any 
such  requirement  should  be  the  subject 
of  a  separate  proposal  dealing  with  the 
relationship  between  the  brand  name 
and  the  common  or  usual  name. 

11.  In  response  to  other  concerns  ex¬ 
pressed  in  the  comments,  the  Commis¬ 
sioner  advises  that: 

a.  While  this  regulation  will  affect 
competition  between  distributors  of  new 
food  products  and  those  of  traditional 
foods,  this  is  not  a  valid  objection  to  a 
measure  otherwise  appropriate  for  avoid¬ 
ing  confusion  concerning  the  meaning  of 
“imitation.” 

b.  The  nutritional  adequacy  of  sub¬ 
stitute  foods,  i.e.,  their  place  in  the  total 
diet,  is  not  a  subject  of  this  regulation. 
The  consumer  is  free  to  determine  the 


place  each  food  will  have  In  his  diet, 
and  the  labeling  required  by  this  regula¬ 
tion  will  help  him  to  make  informed 
choices. 

c.  This  regulation  does  not  affect  the 
food  additive  status  of  any  ingredient 
of  the  foods  herein  regulated. 

12.  The  Commissioner  is  aware  of  the 
Resolution  adopted  June  21,  1973,  by  the 
Association  of  Food  and  Drug  Officials  of 
the  United  States  at  this  year’s  annual 
conference  in  Rapid  City,  South  Dakota 
in  which  opposition  to  his  January  19, 
1973,  proposal  is  set  forth.  The  views  of 
that  organization  as  well  as  the  views  of 
the  State  officials  which  were  individu¬ 
ally  expressed  through  their  own  re¬ 
sponse  to  the  proposal  have  been  thor¬ 
oughly  considered  in  arriving  at  this  final 
order. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  403,  701(a),  52  Stat.  1047-1048, 
as  amended,  1055;  21  U.S.C.  343,  371(a)) 
and  under  authority  delegated  to  the 
Commissioner  (21  CFR  2.120),  Part  1  is 
amended  by  adding  a  new  paragraph  (e) 
to  §  1.8  to  read  as  follows: 

§1.8  Food  in  package  form,  labeling; 
identity. 

•  *  *  *  * 

(e)  Under  the  provisions  of  section 
403(c)  of  the  Federal  Food,  Drug  and 
Cosmetic  Act,  a  food  shall  be  deemed 
to  be  misbranded  if  it  is  an  imitation  of 
another  food  unless  its  label  bears,  in 
type  of  uniform  size  and  prominence, 
the  word  “imitation”  and,  immediately 
thereafter,  the  name  of  the  food  imi¬ 
tated. 

(1)  A  food  shall  be  deemed  to  be  an 
imitation  and  thus  subject  to  the  re¬ 
quirements  of  section  403(c)  of  the  act 
if  it  is  a  substitute  for  and  resembles 
another  food. but  is  nutritionally  inferior 
to  that  food. 

(2)  A  food  that  is  a  substitute  for  and 
resembles  another  food  shall  not  be 
deemed  to  be  an  imitation  provided  it 
meets  each  of  the  following  require¬ 
ments: 

(i)  It  is  not  nutritionally  Inferior  to 
the  food  for  which  it  substitutes  and 
which  it  resembles. 

(ii)  Its  label  bears  a  common  or  usual 
name  that  complies  with  the  provisions 
of  §  102.1  of  this  chapter  and  that  is  not 
false  or  misleading,  or  in  the  absence  of 
an  existing  common  or  usual  name,  an 
appropriately  descriptive  term  that  is  not 
false  or  misleading.  The  label  may.  in  ad¬ 
dition,  bear  a  fanciful  name  winch  is 
not  false  or  misleading. 

(3)  A  food  for  which  a  common  or 
usual  name  is  established  by  regulation 
(e.g.,  in  a  standard  of  identity  pursuant 
to  section  401  of  the  act,  in  a  common 
or  usual  name  regulation  pursuant  to 
part  102  of  ti^is  chapter,  or  in  a  regula¬ 
tion  establishing  a  nutritional  quality 
guideline  pursuant  to  Part  100  of  this 
chapter) ,  and  which  complies  with  all  of 
the  applicable  requirements  of  such  regu¬ 
lation  <s),  shall  not  be  deemed  to  be  an 
imitation. 

(4)  Nutritional  inferiority  includes: 
(i)  Any  reduction  in  the  content  of  an 
essential  nutrient  that  is  present  in  a 


measurable  amount,  but  does  not  include 
a  reduction  in  the  caloric  or  fat  content 
provided  the  food  is  labeled  pursuant  to 
the  provisions  of  §  1.17,  and  provided  the 
labeling  with  respect  to  any  reduction  in 
caloric  content  complies  with  the  provi¬ 
sions  applicable  to  caloric  content  in  Part 
125  of  this  chapter. 

(ii)  For  the  purpose  of  this  section,  a 
measurable  amount  of  an  essential  nutri¬ 
ent  in  a  food  shall  be  considered  to  be  2 
percent  or  more  of  the  U.S.  RDA  of  pro¬ 
tein  or  any  vitamin  or  mineral  listed  un¬ 
der  §  125.1(b)  per  average  or  usual  serv¬ 
ing,  or  where  the  food  is  customarily  not 
consumed  directly,  per  average  or  usual 
portion,  as  established  in  §  1.17. 

(iii)  If  the  Commissioner  concludes 
that  a  food  is  a  substitute  for  and  re¬ 
sembles  another  food  but  is  inferior  to  the 
food  imitated  for  reasons  other  than 
those  set  forth  in  this  paragraph,  he  may 
propose  appropriate  revisions  to  this 
regulation  or  he  may  propose  a  separate 
regulation  governing  the  particular  food. 

Effective  date.  Labeling  may  be 
changed  to  comply  with  this  regulation 
beignning  on  August  2,  1973.  All  label¬ 
ing  ordered  after  December  31,  1973,  and 
all  labeling  used  on  products  shipped  in 
interstate  commerce  after  December  31, 
1974,  shall  comply  with  this  regulation. 

(Secs.  403,  701(a),  52  Stat.  1047-1048,  as 
amended,  1055;  21  US.C.  343,  371(a)) 

Dated:  July  25,  1973. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.73-15701  Filed  8-l-73;8:45  am] 


INCIDENTAL  ADDITIVES 

Exemptions  From  Food  Labeling 
Requirements 

In  the  Federal  Register  of  January  19, 
1973,  (38  FR  2141),  the  Commissioner  of 
Food  and  Drugs  proposed  to  clarify  the 
Agency’s  policy  with  regard  to  the  label 
declaration  of  incidental  additives  and  to 
consolidate  into  one  place  regulations 
currently  found  in  21  CFR  Parts  1,  3,  and 
5  establishing  exemptions  from  certain 
labeling  requirements. 

The  comments  received  and  the  Com¬ 
missioner’s  responses  are  as  follows: 

1.  Several  comments  opposed  labeling 
exemptions  for  incidental  additives,  par¬ 
ticularly  the  provisions  of  proposed 
§  1.10a  (a)  (4)  (i)  and  (a)  (4)  (ii)  (c) 

These  comments  asserted  that: 

(a)  The  proposed  exemption  for  inci¬ 
dental  additives  is  not  predicated  on  im¬ 
practicability,  deception  or  unfair  com¬ 
petition  as  required  by  section  403  (i)  (2) 
of  the  act. 

(b)  Any  possible  incentive  to  reduce 
the  use  of  additives  is  destroyed  by  not 
requiring  industry  to  list  incidental  addi¬ 
tives. 

(c)  Faulty  calibration  or  malfunction 
of  machines  used  in  food  manufacturing 
may  result  in  unnecessary  amounts  of 
additives  in  foods. 

(d)  Substances  that  migrate  from 
processing  equipment  and  packaging  ma¬ 
terial  should  be  eliminated  rather  than 
exempted  from  label  declaration. 
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(e)  Additives  that  do  not  serve  a  tech¬ 
nical  or  functional  effect  should  not 
remain  in  food. 

It  was  also  asserted  that  consumers 
have  an  “undeniable  right”  to  know  what 
is  in  the  food  they  eat  so  that  they  may 
make  informed  choices  among  foods.  It 
was  noted  that,  for  medical  or  religious 
reasons,  consumers  may  wish  to  restrict 
their  diets  and  thus  need  to  be  aware  of 
the  ingredients  in  foods.  It  was  also  con¬ 
tended  that  the  proposed  exemptions  are 
contrary  to  the  policy  of  the  Food  and 
Drug  Administration  stated  by  the  Com¬ 
missioner  at  hearings  in  which  he  said, 
“We  believe  that  consumers  should  be 
aware  of  the  ingredients  in  the  foods  they 
consume.” 

The  Commissioner  concludes  that  to 
require  label  declaration  of  all  incidental 
additives  which  may  be  present  in  a  fin¬ 
ished  food  product  in  nonfunctional  trace 
amounts  would  be  impracticable.  In 
many  cases  there  may  be  no  feasible  way 
to  determine  whether  nonfunctional 
trace  amounts  of  some  particular  sub¬ 
stances  remain  in  particular  lots  of  a  fin¬ 
ished  food,  and  label  declaration  of  such 
ingredients  would  be  false  and  mislead¬ 
ing  for  those  lots  which  do  not  contain 
any  remaining  traces  of  such  incidental 
substances.  Furthermore,  to  require 
lengthy  listings  of  such  substances  might 
cause  consumers  to  give  undue  attention 
to  the  essentially  meaningless  compila¬ 
tions  resulting  in  deception  and  unfair 
competition  from  competing  products 
whose  manufacturers  fail  to  do  as  thor¬ 
ough  a  job  of  imagining  all  possible  sub¬ 
stances  which  may  be  present  in  some 
trace  amount. 

The  Commissioner  is  not  aware  of  evi¬ 
dence  that  industry  is  using  food  addi¬ 
tives  without  valid  technological  reasons. 
A  food  additive,  including  a  substance 
migrating  from  packaging  material  or 
equipment,  must  be  approved  for  safety 
by  the  Food  and  Drug  Administration 
before  it  can  appear  in  food,  and  the  food 
additive  regulations  do  not  permit  use 
of  an  additive  in  an  amount  greater  than 
necessary  to  achieve  a  valid  technical  or 
functional  effect.  Faulty  calibration  or 
malfunctioning  of  machinery,  or  any 
other  manufacturing  practices  which  re¬ 
sult  in  illegal  levels  of  additives,  and  any 
insanitary  manufacturing  conditions 
whereby  food  may  have  become  contam¬ 
inated  with  filth  or  rendered  injurious 
to  health,  would  cause  the  finished  food 
to  be  adulterated  and  subject  to  regula¬ 
tory  action.  Labeling  rules  are  not  appro¬ 
priate  to  govern  such- situations. 

Section  403  (i)  of  the  act  specifically 
provides  for  regulations  establishing  ex¬ 
emptions  from  declaration  of  ingredients, 
to  the  extent  that  such  declaration  would 
be  impracticable  or  result  in  deception 
or  unfair  competition.  The  insignificant, 
nonfunctional  substances  which  may  be 
present  in  a  food  fall  within  that  exemp¬ 
tion  provision.  The  Commissioner  is, 
however,  committed  to  a  policy  that  foods 
should  bear  informative  labeling  listing 
all  ingredients  which  have  any  nutritive 
or  other  technical  or  functional  effect. 
The  provisions  of  this  regulation  are  not 
Inconsistent  with  that  policy,  but  rather 
apply  a  rule  of  reason  to  prevent  lengthy, 


meaningless  listings  of  insignificant  in¬ 
gredients  which  may  be  present  in  trace 
amounts.  . 

The  Commissioner  is  not  aware  of  any 
evidence  that  any  substance  omitted  from 
a  declaration  of  ingredients  because  of 
this  regulation  would  have  any  medical, 
religious  or  dietary  significance.  He  con¬ 
cludes  that  these  general  rules  are  neces¬ 
sary  in  the  interest  of  practicality  and 
to  avoid  deception  and  unfair  competi¬ 
tion. 

2.  It  was  suggested  that  the  provisions 
dealing  with  incidental  additives  be  ex¬ 
panded  to  cover  standardized  foods  as 
well  as  nonstandardized  foods. 

The  Commissioner  concludes  that 
there  is  no  reason  to  exempt  standard¬ 
ized  foods  from  this  regulation  and  ad¬ 
vises  that  these  rules  apply  to  all  foods. 
All  labeling  requirements  in  21  CFR  Part 
1  apply  equally  to  standardized  and  non¬ 
standardized  food  except  where  a  specific 
standard  establishes  a  different  require¬ 
ment. 

3.  One  comment  requested  clarifica¬ 
tion  of  the  regulations  with  regard  to 
food  products  manufactured  under  the 
Meat  Inspection  Act  or  the  Poultry  Pro¬ 
ducts  Inspection  Act,  administered  by 
the  United  States  Department  of  Agri¬ 
culture. 

The  Commissioner  advises  that  this 
regulation  is  not  in  conflict  with  the 
aforementioned  acts  or  any  regulation  of 
the  Department  of  Agriculture. 

4.  One  comment  was  opposed  to  the 
exemption  in  proposed  §  1.10a (a)  (1)  for 
“assortment”  packages  which  contain 
varying  ingredients. 

Section  1.10a(a)  (1)  has  been  modified 
to  require  the  labels  of  such  assortments 
to  list  by  name  those  ingredients  that 
may  be  present. 

5.  One  comment  from  a  consumer 
group  opposed  the  exemption  in  proposed 
§  1.10a (a)  (3)  for  propylene  glycol  and 
glycerin  in  quiescently  frozen  confec¬ 
tions.  The  comment  also  stated  that  the 
proposed  exemption  appears  to  be  in  vio¬ 
lation  of  section  403 (i)  (2)  of  the  act  in 
that  it  is  not  based  on  impracticability, 
deception  or  unfair  competition. 

This  provision  was  proposed  as  a  trans¬ 
fer  to  this  regulation  of  §  1.10(g)  (21 
CFR  1.10) .  Propylene  glycol  and  glycerin 
used  as  carriers  for  stabilizers  and  emul¬ 
sifiers  in  quiescently  frozen  confections 
were  exempted  from  label  declaration  by 
§  1.10(g)  because  these  ingredients  are 
used  in  small  amounts,  are  generally 
recognized  as  safe  and  are  exempt  from 
label  declaration  wrlien  used  in  ice  cream 
and  other  frozen  desserts  by  the  stand¬ 
ards  of  identity  for  those  competing 
products. 

The  Commissioner  concludes  that  this 
exemption  should  not  be  continued  and 
that  proposed  §1.10a(a)(3)  should  be 
deleted.  The  Commissioner  republished 
in  the  Federal  Register  of  January  19, 
1973  a  statement  of  policy  favoring  label 
declaration  of  all  optional  ingredients  in 
standardized  foods  and  announcing  that 
food  standards  will  be  amended  to  re¬ 
quire  such  declaration  (38  FR  2137).  It 
would  be  inconsistent,  under  these  cir¬ 
cumstances,  to  continue  labeling  exemp¬ 


tions  for  analogous  ingredients  in  non¬ 
standardized  foods. 

6.  One  comment  interpreted  proposed 
§  1.10a(b)  to  mean  that  a  food  repack¬ 
aged  in  a  retail  establishment  would  be 
exempt  from  listing  ingredients. 

The  exemptions  of  proposed  §  1.10a(b) 
do  not  apply  to  listing  of  ingredients 
other  than  optional  ingredients  in  stand¬ 
ardized  foods.  As  specified,  this  para¬ 
graph  pertains  only  to  exemptions  from 
subsections  403(e)(1),  (g)(2),  and  (i> 
(1)  of  the  act.  A  standardized  food,  re¬ 
packaged  in  a  retail  establishment,  is 
exempt  from  label  declaration  of  op¬ 
tional  ingredients  which  would  otherwise 
be  required  to  be  declared  on  the  label 
only  if  the  food  is  displayed  to  the  con¬ 
sumer  w’ith  its  interstate  labeling  or  other 
sign,  card,  etc.,  clearly  in  view  listing  the 
optional  ingredients.  The  same  alternate 
methods  for  providing  ingredient  infor¬ 
mation  for  nonstandardized  foods  re¬ 
tailed  from  bulk  containers  are  author¬ 
ized  by  proposed  §  1.10a(a)  (2). 

7.  One  comment  proposed  that  if  an 
open  container  of  a  fresh  fruit  or  vege¬ 
table  is  displayed  at  retail  without  label¬ 
ing  then  it  should  be  required  to  bear  its 
interstate  label  or  a  counter  card,  sign 
or  other  device  listing  the  ingredients. 

The  Commissioner  advises  that  if  fresh 
fruits  or  vegetables  retailed  from  bulk 
containers  contain  additional  ingredients 
within  the  meaning  of  403<i)  (2)  of  the 
act,  for  example  waxed  fruits,  they  are 
required  to  be  labeled  in  accordance  with 
section  403d)  (2)  of  the  act  or  the  exemp¬ 
tion  provisions  of  §  1.10a (a)  (2) . 

8.  One  comment  asserted  that  the  pro¬ 
visions  of  proposed  §  1.10a(b),  insofar  as 
they  apply  to  “delicatessen  products”  of¬ 
fered  for  retail  sale  in  open  trays,  are  not 
authorized  by  the  fair  packaging  and 
labeling  powers  of  the  Commissioner. 

The  Commissioner  advises  that  §  1.10a 
(b)  is  authorized  by  the  various  sections 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  specified  in  that  paragraph,  and  that 
it  does  not  purport  to  be  promulgated 
pursuant  to  the  Fair  Packaging  and 
Labeling  Act. 

9.  The  Commissioner  does  not  agree 
with  a  comment  that  the  use  of  counter 
cards,  signs,  or  other  devices  required  by 
§  1.10a  (b)  w'ould  necessarily  hinder  and 
obscure  a  customer's  view.  Such  cards, 
signs,  etc.  may  be  above,  below,  or  other¬ 
wise  adjacent  to  a  food  display  if  they 
are  conspicuous.  The  Commissioner  fur¬ 
ther  advises  that  §  1.10a(b)  (3)  specifi¬ 
cally  provides  that  a  food  subject  to  sec¬ 
tion  403  (i)  ( 1 )  of  the  act  need  not  have 
such  a  card  or  sign  “if  the  common  or 
usual  name  of  the  food  is  clearly  revealed 
by  its  appearance.” 

10.  In  response  to  a  request  for  clari¬ 
fication,  the  Commissioner  advises  that 
containers  of  fresh  fruits  and  vegetables 
which  otherwise  comply  with  §  1.10a(c) 
and  which  are  covered  with  clear  un¬ 
colored  overw’rap  through  which  the 
contents  of  the  container  are  clearly 
visible  are  “open”  within  the  meaning  of 
§  1.10a(c).  The  regulation  has  been  re¬ 
vised  to  so  state. 

11.  One  trade  association  requested 
confirmation  of  its  interpretation  that 
the  exemption  in  proposed  §  1.10a(d)  (2). 
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(for  a  shipment  of  food  which  is,  in  ac¬ 
cordance  with  the  practice  of  the  trade, 
to  be  processed,  labeled,  or  repacked  in 
substantial  quantity  at  an  establishment 
other  than  that  where  originally  proc¬ 
essed  or  packed)  covers  not  only  ship¬ 
ments  intended  to  be  processed,  labeled, 
or  repacked  as  the  same  food  but  also 
ingredients  for  use  in  the  manufacture 
of  other  foods. 

The  Commissioner  advises  that  the 
regulation  does  not  apply  to  food  to  be 
used  as  an  ingredient  in  the  manufacture 
of  other  foods. 

12.  One  comment  opposed  the  proposal 
to  exempt  the  use  of  harmless  markers 
in  food  on  the  basis  that  some  people 
may  be  allergic  to  the  markers  used.  The 
comment  proposed  that  if  a  marker  is 
present  in  a  food  then  the  label  of  such 
food  indicate  the  presence  of  an  uniden¬ 
tified  ingredient. 

Markers  cannot  be  added  to  a  food 
without  prior  approval  by  the  Food  and 
Drug  Administration  and  such  approval 
is  not  given  unless  the  marker  will  be 
safe  and  suitable  for  use.  To  require  a 
manufacturer  to  state  that  an  unidenti¬ 
fied  ingredient  is  present  would  nullify 
the  purpose  for  which  such  markers  are 
used.  The  Commissioner  is  not  aware 
that  any  markers  currently  in  use  have 
caused  any  allergic  reaction  in  con¬ 
sumers,  and  no  such  evidence  wTas  sub¬ 
mitted.  Accordingly,  §  1.10a  <g)  of  the 
proposed  regulation  has  been  retained. 

13.  It  was  asserted  that  the  statement 
required  to  appear  on  wrapped  fish  fillets 
and  wrapped  banana  clusters  specifying 
weighing  of  the  package  “at  the  time  of 
sale”  conflicts  with  both  common  prac¬ 
tice  and  the  provisions  of  these  sections 
since  the  product  may  be  weighed  and 
have  its  weight  marked  prior  to  or  at  the 
time  of  sale.  It  was  proposed  in  one  com¬ 
ment  that  as  an  alternative  to  showing 
the  wrapper  tare  weight  on  the  individ¬ 
ual  packages  of  fish,  the  tare  weight 
along  with  instructions  should  be  per¬ 
mitted  to  be  shown  on  the  shipping  con¬ 
tainers  only.  One  manufacturer  asserted 
that  the  wording  in  proposed  §  1.10a(h) 
and  (i)  is  confusing  since  the  term 

“wrapper  tare - ounce”  appearing 

in  paragraph  (h)  does  not  appear  in 
paragraph  (i). 

The  Commissioner  agrees  that  in  prac¬ 
tice  these  products  may  be  weighed  prior 
to  time  of  sale,  and  the  affected  proposed 
§  1.10  a(h)  (1)  (ii)  and  (i)  (1)  (ii>  are  re¬ 
vised  to  read  “to  be  weighed  at  or  before 
time  of  sale”.  The  Commissioner  does  not 
agree  with  the  suggestion  to  permit  the 
wrapper  tare  weight  to  appear  on  the 
shipping  containers  only.  This  could  in¬ 
crease  the  possibility  of  misbranding  of 
the  individual  packages  once  they  are 
removed  from  the  cartons,  should  the 
weighing  and  weight  marking  not  be  done 
immediately  or  should  tare  weights  dif¬ 
fer  from  shipment  to  shipment.  The  ex¬ 
ample  wrapper  tare  weight  statement 
appearing  in  paragraph  (h)  has  been 
added  to  paragraph  (i). 

14.  In  response  to  a  request  for  clari¬ 
fication,  the  Commissioner  advises  that 
the  wrapper  tare  weight  statement  must 
appear  on  the  wrappers  used  by  the  fish 
packer  in  the  shipment  to  the  retailer. 
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15.  The  Commissioner  is  aware  of  the 
Resolution  adopted  June  21,  1973,  by  the 
Association  of  Food  and  Drug  Officials 
of  the  United  States  at  this  year’s  an¬ 
nual  conference  in  Rapid  City,  South 
Dakota  in  which  opposition  to  his  Janu¬ 
ary  19,  1973,  proposal  is  set  forth.  The 
views  of  that  organization  as  well  as  the 
view's  of  the  State  officials  which  were 
individually  expressed  through  their  own 
response  to  the  proposal  have  been  thor¬ 
oughly  considered  in  arriving  at  this 
final  order. 

Accordingly,  having  considered  the 
comments  received,  and  other  relevant 
information,  the  Commissioner  concludes 
that  proposed  §  1.10a  with  the  changes 
noted  above,  should  be  adopted. 

Therefore,  pursuant  to  the  provisions 
of  the  Federal  Food,  Drug  and  Cosmetic 
Act  (secs  403,  405,  701(a),  52  Stat.  1047- 
1049,  1055;  21  U.S.C.  343,  345,  371(a)) 
and  under  authority  delegated  to  the 
Commissioner  (21  CFR  2.120),  Parts  1, 
3,  and  5  are  amended  as  follows: 

PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL 
FOOD,  DRUG,  AND  COSMETIC  ACT 
AND  THE  FAIR  PACKAGING  AND 
LABELING  ACT 

§  1.10  [Amended] 

1.  In  §  1.10  paragraphs  (e),  (f),  and 

(g)  are  hereby  revoked,  and  paragraph 

(h)  is  redesignated  as  paragraph  (e) . 

2.  A  new  §  1.10a  is  added  to  Part  1,  to 
read  as  follow's : 

§  1.10a  Food;  labeling;  exemptions  from 
labeling  requirements. 

(a)  The  following  foods  are  exempt 
from  compliance  with  the  requirements 
of  section  403 (i)  (2)  of  the  act  (requiring, 
a  declaration  on  the  label  of  the  com¬ 
mon  or  usual  name  of  each  ingredient 
when  the  food  is  fabricated  from  two  or 
more  ingredients). 

(1)  An  assortment  of  different  items 
of  food,  w’hen  variations  in  the  items  that 
make  up  different  packages  packed  from 
such  assortment  normally  occur  in  good 
packing  practice  and  when  such  vari¬ 
ations  result  in  variations  in  the  ingredi¬ 
ents  in  different  packages,  with  respect 
to  any  ingredient  that  is  not  common  to 
all  packages.  Such  exemption,  however, 
shall  be  on  the  condition  that  the  label 
shall  bear,  in  conjunction  with  the  names 
of  such  ingredients  as  are  common  to 
all  packages,  a  statement  (in  terms  that 
are  as  informative  as  practicable  and 
that  are  not  misleading)  indicating  by 
name  other  ingredients  which  may  be 
present. 

(2)  A  food  having  been  received  in 
bulk  containers  at  a  retail  establish¬ 
ment,  if  displayed  to  the  purchaser  with 
either  (i)  the  labeling  of  the  bulk  con¬ 
tainer  plainly  in  view  or  (ii)  a  counter 
card,  sign,  or  other  appropriate  device 
bearing  prominently  and  conspicuously 
the  information  required  to  be  stated  on 
the  label  pursuant  to  section  403 (i)  (2) 
of  the  act. 

(3)  Incidental  additives  that  are  pres¬ 
ent  in  a  food  at  insignificant  levels  and 
do  not  have  any  technical  or  functional 
effect  in  that  food.  For  the  purposes  of 


this  subparagraph,  incidental  additives 
are: 

(i)  Substances  that  have  no  technical 
or  functional  effect  but  are  present  in  a 
food  by  reason  of  having  been  incorpo¬ 
rated  into  the  food  as  an  ingredient  of 
another  food,  in  which  the  substance  did 
have  a  functional  or  technical  effect. 

(ii)  Processing  aids,  which  are  as 
follows: 

(a)  Substances  that  are  added  to  a 

food  during  the  processing  of  such  food 
but  are  removed  in  some  manner  from 
the  food  before  it  is  packaged  in  its 
finished  form.  n 

(b)  Substances  that  are  added  to  a 
food  during  processing,  are  converted 
into  constituents  normally  present  in  the 
food,  and  do  not  significantly  increase 
the  amount  of  the  constituents  naturally 
found  in  the  food. 

(c)  Substances  that  are  added  to  a 
food  for  their  technical  or  functional  ef¬ 
fect  in  the  processing  but  are  present 
in  the  finished  food  at  insignificant  levels 
and  do  not  have  any  technical  it  func¬ 
tional  effect  in  that  food. 

(iii)  Substances  migrating  to  food 
from  equipment  or  packaging  or  other¬ 
wise  affecting  food  that  are  not  food  ad¬ 
ditives  as  defined  in  section  201  (s)  of 
the  act;  or  if  they  are  food  additives  as 
so  defined,  they  are  used  in  conformity 
with  regulations  established  pursuant  to 
section  409  of  the  act. 

(b)  A  food  repackaged  in  a  retail  es¬ 
tablishment  is  exempt  from  the  following 
provisions  of  the  act  if  the  conditions 
specified  are  met. 

(1)  Section  403(e)(1)  of  the  act  (re¬ 
quiring  a  statement  on  the  label  of  the 
name  and  place  of  business  of  the  manu¬ 
facturer,  packer,  or  distributor). 

(2)  Section  403(g)(2)  of  the  act  (re¬ 
quiring  the  label  of  a  food  which  pur¬ 
ports  to  be  or  is  represented  as  one  for 
which  a  definition  and  standard  of  iden¬ 
tity  has  been  prescribed  to  bear  the  name 
of  the  food  specified  in  the  definition  and 
standard  and,  insofar  as  may  be  required 
by  the  regulation  establishing  the  stand¬ 
ard  the  common  names  of  the  optional 
ingredients  present  in  the  food),  if  the 
food  is  displayed  to  the  purchaser  with 
its  interstate  labeling  clearly  in  view,  or 
w’ith  a  counter  card,  sign,  or  other  appro¬ 
priate  device  bearing  prominently  and 
conspicuously  the  information  required 
by  these  provisions. 

(3)  Section  403(i)(l)  of  the  act  (re¬ 
quiring  the  label  to  bear  the  common  or 
usual  name  of  the  food),  if  the  food  is 
displayed  to  the  purchaser  with  its  inter¬ 
state  labeling  clearly  in  view,  or  with  a 
counter  card,  sign,  or  other  appropriate 
device  bearing  prominently  and  con¬ 
spicuously  the  common  or  usual  name  of 
the  food,  or  if  the  common  or  usual  name 
of  the  food  is  clearly  revealed  by  its 
appearance. 

(c)  An  open  container  (a  container  of 
rigid  or  semirigid  construction,  which  is 
not  closed  by  lid,  wrapper,  or  otherwise 
other  than  by  an  uncolored  transparent 
wrapper  which  does  not  obscure  the  con¬ 
tents)  of  a  fresh  fruit  or  fresh  vegetable, 
the  quantity  of  contents  of  which  is  not 
more  than  1  dry  quart,  shall  be  exempt 
from  the  labeling  requirements  of  sec- 
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tions  403(e),  (g)  (2)  (with  respect  to  the 
name  of  the  food  specified  in  the  defini¬ 
tion  and  standard) ,  and  (i)  (1)  of  the  act; 
but  such  exemption  shall  be  on  the  condi¬ 
tion  that  if  two  or  more  such  containers 
are  enclosed  in  a  crate  or  other  shipping 
package,  such  crate  or  package  shall  bear 
labeling  showing  the  number  of  such  con¬ 
tainers  enclosed  therein  and  the  quan¬ 
tity  of  the  contents  of  each. 

(d)  Except  as  provided  by  paragraphs 

(e)  and  (f)  of  this  section,  a  shipment 
or  other  delivery  of  a  food  which  is,  in 
accordance  with  the  practice  of  the  trade, 
to  be  processed,  labeled,  or  repacked  in 
substantial  quantity  at  an  establishment 
other  than  that  where  originally  proc¬ 
essed  or  packed,  shall  be  exempt,  during 
the  time  of  introduction  into  and  move¬ 
ment  in  Interstate  commerce  and  the 
time  of  holding  in  such  establishment, 
from  compliance  with  the  labeling  re¬ 
quirements  of  section  403  (c),  (e),  (g), 
(h),  (i),  (j),  and  (k)  of  the  act  if: 

(1)  The  person  who  introduced  such 
shipment  or  delivery  into  interstate  com¬ 
merce  is  the  operator  of  the  establish¬ 
ment  w’here  such  food  is  to  be  processed, 
labeled,  or  repacked;  or 

(2)  In  case  such  person  is  not  such 
operator,  such  shipment  or  delivery  is 
made  to  such  establishment  under  a 
written  agreement,  signed  by  and  con¬ 
taining  the  post  office  addresses  of  such 
person  and  such  operator,  and  contain¬ 
ing  such  specifications  for  the  process¬ 
ing,  labeling,  or  repacking,  as  the  case 
may  be,  of  such  food  in  such  establish¬ 
ment  as  will  insure,  if  such  specifications 
are  followed,  that  such  food  will  not  be 
adulterated  or  misbranded  within  the 
meaning  of  the  act  upon  completion  of 
such  processing,  labeling,  or  repacking. 
Such  person  and  such  operator  shall  each 
keep  a  copy  of  such  agreement  until  2 
years  after  the  final  shipment  or  delivery 
of  such  food  from  such  establishment, 
and  shall  make  such  copies  available 
for  inspection  at  any  reasonable  hour  to 
any  officer  or  employee  of  the  Depart¬ 
ment  who  requests  them. 

(3)  The  article  is  an  egg  product  sub¬ 
ject  to  a  standard  of  Identity  promul¬ 
gated  in  Part  42  of  this  chapter,  is  to  be 
shipped  under  the  conditions  specified  in 
paragraph  (d)(1)  or  (d)(2)  of  this  sec¬ 
tion  and  for  the  purpose  of  pasteurization 
or  other  treatment  as  required  in  such 
standard,  and  each  container  of  such  egg 
product  bears  a  conspicuous  tag  or  label 
reading  “Caution — This  egg  product  has 
not  been  pasteurized  or  otherwise  treated 
to  destroy  viable  Salmonella  micro¬ 
organisms.”  In  addition  to  safe  and  suit¬ 
able  bactericidal  processes  designed  spe¬ 
cifically  for  Salmonella  destruction  in  egg 
products,  the  term  “other  treatment”  in 
the  first  sentence  of  this  paragraph  shall 
include  use  in  acidic  dressings  in  the 
processing  of  which  the  pH  is  not  above 
4.1  and  the  acidity  of  the  aqueous  phase, 
expressed  as  acetic  acid,  is  not  less  than 
1.4  percent,  subject  also  to  the  condi¬ 
tions  that: 

(i)  The  agreement  required  in  para¬ 
graph  (d)(2)  of  this  section  shall  also 
state  that  the  operator  agrees  to  utilize 
such  unpasteurized  egg  products  in  the 


processing  of  acidic  dressings  according 
to  the  specifications  for  pH  and  acidity 
set  forth  in  this  paragraph,  agrees  not  to 
deliver  the  acidic  dressing  to  a  user  until 
at  least  72  hours  after  such  egg  product 
is  incorporated  in  such  acidic  dressing, 
and  agrees  to  maintain  for  inspection 
adequate  records  covering  such  process¬ 
ing  for  2  years  after  such  processing. 

(ii)  In  addition  to  the  caution  state¬ 
ment  referred  to  above,  the  container 
of  such  egg  product  shall  also  bear  the 

statement  “Unpasteurized - for  use 

in  acidic  dressings  only,”  the  blank  being 
filled  in  with  the  applicable  name  of  the 
eggs  or  egg  product. 

(e)  Conditions  affecting  expiration  of 
exemptions.  (1)  An  exemption  of  a  ship¬ 
ment  or  other  delivery  of  a  food  under 
paragraph  (d)  (1)  or  (3)  of  this  section 
shall,  at  the  beginning  of  the  act  of 
removing  such  shipment  or  delivery,  or 
any  part  thereof,  from  such  establish¬ 
ment  become  void  ab  initio  if  the  food 
comprising  such  shipment,  delivery,  or 
part  is  adulterated  or  misbranded  within 
the  meaning  of  the  act  when  so  removed. 

(2)  An  exemption  of  a  shipment  or 
other  delivery  of  a  food  under  paragraph 
(d)  (2)  or  (3)  of  this  section  shall  be¬ 
come  void  ab  initio  with  respect  to  the 
person  who  introduced  such  shipment  or 
delivery  into  interstate  commerce  upon 
refusal  by  such  person  to  make  available 
for  inspection  a  copy  of  the  agreement, 
as  required  by  paragraph  (d)  (2)  or  (3) 
of  this  section. 

(3)  An  exemption  of  a  shipment  or 
other  delivery  of  a  food  under  paragraph 

(d)  (  2)  or  (3)  of  this  section  shall  expire: 

(i)  At  the  beginning  of  the  act  of  re¬ 
moving  such  shipment  or  delivery,  or  any 
part  thereof,  from  such  establishment  if 
the  food  comprising  such  shipment,  de¬ 
livery,  or  part  1s  adulterated  or  mis¬ 
branded  within  the  meaning  of  the  act 
when  so  removed;  or 

(ii)  Upon  refusal  by  the  operator  of 
the  establishment  where  such  food  is  to 
be  processed,  labeled,  or  repacked,  to 
make  available  for  inspection  a  copy  of 
the  agreement,  as  required  by  such 
paragraph. 

(f)  The  word  “processed”  as  used  in 
this  paragraph  shall  include  the  holding 
of  cheese  in  a  suitable  warehouse  at  a 
temperature  of  not  less  than  35°  F.  for 
the  purpose  of  aging  or  curing  to  bring 
the  cheese  into  compliance  with  require¬ 
ments  of  an  applicable  definition  and 
standard  of  identity.  The  exemptions 
provided  for  in  paragraph  (d)  of  this 
section  shall  apply  to  cheese  which  is,  in 
accordance  with  the  practice  of  the  trade, 
shipped  to  a  warehouse  for  aging  or  cur¬ 
ing,  on  condition  that  the  cheese  is  iden¬ 
tified  in  the  manner  set  forth  in  one  of 
the  applicable  following  paragraphs,  and 
in  such  case  the  provisions  of  paragraph 

(e)  of  this  section  shall  also  apply: 

(1)  In  the  case  of  varieties  of  cheese 
for  which  definitions  and  standards  of 
identity  require  a  period  of  aging  whether 
or  not  they  are  made  from  pasteurized 
milk,  each  such  cheese  shall  bear  on  the 
cheese  a  legible  mark  showing  the  date 
at  which  the  preliminary  manufacturing 
process  as  been  completed  and  at  which 


date  curing  commences,  and  to  each 
cheese,  on  its  wrapper  or  immediate  con¬ 
tainer,  shall  be  affixed  a  removable  tag 

bearing  the  statement  “Uncured  - 

cheese  for  completion  of  curing  and 
proper  labeling,”  the  blank  being  filled 
in  with  the  applicable  name  of  the  vari¬ 
ety  of  cheese.  In  the  case  of  swiss  cheese, 
the  date  at  which  the  preliminary  manu¬ 
facturing  process  had  been  completed 
and  at  which  date  curing  commences  is 
the  date  on  which  the  shaped  curd  is 
removed  from  immersion  in  saturated 
salt  solution  as  provided  in  the  definition 
and  standard  of  identity  for  swiss  cheese, 
and  such  cheese  shall  bear  a  removable 
tag  reading,  “To  be  cured  and  labeled  as 
‘swiss  cheese,’  but  if  eyes  do  not  form  to 
be  labeled  as  ‘swiss  cheese  for  manufac¬ 
turing.’  ” 

(2)  In  the  case  of  varieties  of  cheeses 
which  when  made  from  unpasteurized 
milk  are  required  to  be  aged  for  not  less 
than  60  days,  each  such  cheese  shall  bear 
a  legible  mark  on  the  cheese  showing  the 
date  at  which  the  preliminary  manu¬ 
facturing  process  has  been  completed 
and  at  which  date  curing  commences, 
and  to  each  such  cheese  or  its  wrapper  or 
immediate  container  shall  be  affixed  a 

removable  tag  reading,  “ -  cheese 

made  from  unpasteurized  milk.  For  com¬ 
pletion  of  curing  and  proper  labeling,” 
the  blank  being  filled  in  with  the  ap¬ 
plicable  name  of  the  variety  of  cheese. 

(3)  In  the  case  of  Cheddar  cheese, 
washed  curd  cheese,  colby  cheese,  granu¬ 
lar  cheese,  and  brick  cheese  made  from 
unpasteurized  milk,  each  such  cheese 
shall  bear  a  legible  mark  on  the  cheese 
showing  the  date  at  which  the  prelimi¬ 
nary  manufacturing  process  has  been 
completed  and  at  which  date  curing  com¬ 
mences,  and  to  each  such  cheese  or  its 
wrapper  or  immediate  container  shall  be 

affixed  a  removable  tag  reading  “ - 

cheese  made  from  unpasteurized  milk. 
For  completion  of  curing  and  proper  la¬ 
beling,  or  for  labeling  as  -  cheese 

for  manufacturing,”  the  blank  being 
filled  in  with  the  applicable  name  of 
the  variety  of  cheese. 

(g)  The  label  declaration  of  a  harm¬ 
less  marker  used  to  identify  a  particular 
manufacturer’s  product  may  result  in  un¬ 
fair  competition  through  revealing  a 
trade  secret.  Exemption  from  the  label 
declaration  of  such  a  marker  is  granted, 
therefore,  provided  that  the  following 
conditions  are  met: 

(1)  The  person  desiring  to  use  the 
marker  without  label  declaration  of  its 
presence  has  submitted  to  the  Commis¬ 
sioner  of  Food  and  Drugs  full  informa¬ 
tion  concerning  the  proposed  usage  and 
the  reasons  why  he  believes  label  decla¬ 
ration  of  the  marker  should  be  subject  to 
this  exemption;  and 

(2)  The  person  requesting  the  exemp¬ 
tion  has  received  from  the  Commissioner 
of  Food  and  Drugs  a  finding  that  the 
marker  Is  harmless  and  that  the  ex¬ 
emption  has  been  granted. 

(h)  Wrapped  fish  fillets  of  nonuniform 
weight  intended  to  be  unpacked  and 
marked  with  the  correct  weight  at  or 
before  the  point  of  retail  sale  in  an 
establishment  other  than  that  where 
originally  packed  shall  be  exempt  from 
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the  requirement  of  section  403(e)(2)  of 
the  act  during  introduction  and  move¬ 
ment  in  interstate  commerce  and  while 
held  for  sale  prior  to  weighing  and 
marking: 

(1)  Provided, That: 

(1)  The  outside  container  bears  a  label 
declaration  of  the  total  net  weight;  and 

<ii)  The  individual  packages  bear  a  con¬ 
spicuous  statement  “To  be  weighed  at 
or  before  time  of  sale”  and  a  correct 
statement  setting  forth  the  weight  of  the 
wrapper:  And 

(2)  Provided  further.  That  it  is  the 
practice  of  the  retail  establishment  to 
weigh  and  mark  the  individual  packages 
with  a  correct  net- weight  statement  prior 
to  or  at  the  point  of  retail  sale.  A  state¬ 
ment  of  the  weight  of  the  wrapper  shall 
be  set  forth  so  as  to  be  readily  read  and 
understood,  using  such  term  as  “wrapper 
tare  —  ounce,”  the  blank  being  filled  in 
with  the  correct  average  weight  of  the 
wrapper  used. 

(3)  The  act  of  delivering  the  wrapped 
fish  fillets  during  the  retail  sale  without 
the  correct  net-weight  statement  shall 
be  deemed  an  act  which  results  in  the 
product’s  being  misbranded  while  held 
for  sale.  Nothing  in  this  paragraph  shall 
be  construed  as  requiring  net-weight 
statements  for  wrapped  fish  fillets  deliv¬ 
ered  into  institutional  trade  provided  the 
outside  container  bears  the  required 
information. 

(i)  Wrapped  clusters  (consumer  units) 
of  bananas  of  nonuniform  weight  in¬ 
tended  to  be  unpacked  from  a  master 
carton  or  container  and  weighed  at  or 
before  the  point  of  retail  sale  in  an 
establishment  other  than  that  where 
originally  packed  shall  be  exempt  from 
the  requirements  of  section  403(e)  (2)  of 
the  act  during  introduction  and  move¬ 
ment  in  interstate  commerce  and  while 
held  for  sale  prior  to  weighing: 

(1)  Provided,  That: 

(1)  The  master  carton  or  container 
bears  a  label  declaration  of  the  total  net 
weight;  and 

(li)  The  Individual  packages  bear  a 
conspicuous  statement  “To  be  weighed 
at  or  before  the  time  of  sale”  and  a  cor¬ 
rect  statement  setting  forth  the  weight 
of  the  wrapper;  using  such  term  as 

“wrapper  tare - ounce,”  the  blank 

being  filled  in  with  the  correct  average 
weight  of  the  wrapper  used: 

(2)  And  ■provided,  further.  That  it  is 
the  practice  of  the  retail  establishment 
to  weigh  the  individual  packages  either 
prior  to  or  at  the  time  of  retail  sale. 

(3)  The  act  of  delivering  the  wrapped 
clusters  (consumer  units)  during  the 
retail  sale  without  an  accurate  net 
weight  statement  or  alternatively  without 
weighing  at  the  time  of  sale  shall  be 
deemed  an  act  which  results  in  the  prod¬ 
uct’s  being  misbranded  while  held  for 
sale.  Nothing  in  this  paragraph  shall  be 
construed  as  requiring  net-weight  state¬ 
ments  for  clusters  (consumer  units) 


delivered  into  institutional  trade,  pro¬ 
vided  that  the  master  container  or  car¬ 
ton  bears  the  required  information. 

PART  3— statements  of  general 
POLICY  OR  INTERPRETATION 

§  3.1  [Revoked] 

3.  The  provisions  of  8  3.1  are  hereby 
revoked. 

§  3.26  [Revoked] 

4.  The  provisions  of  §  3.26  are  hereby 
revoked. 

PART  5— [REVOKED] 

5.  The  provisions  of  Part  5  are  hereby 
revoked. 

Effective  date.  This  order  shall  become 
effective  on  September  4,  1973. 

(Secs.  403,  405,  701(a),  52  Stat.  1047-1049, 
1055;  21  U.S.C.  343,  345,  371(a)) 

Dated:  July  25,  1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 

and  Drugs. 

[FR  Doc .73-1 5702  Filed  8-1-73; 8: 45  am] 

LABEL  STATEMENTS;  FINDINGS  OF  FACT, 

CONCLUSIONS,  AND  FINAL  ORDER 

In  the  matter  of  revising  the  regula¬ 
tions  for  food  for  special  dietary  uses: 

The  Commissioner  of  Food  and  Drugs 
published  Proposed  Findings  of  Fact, 
Proposed  Conclusions,  and  a  Tentative 
Order  in  the  Federal  Register  of  Janu¬ 
ary  19,  1973  (38  FR  2143),  and  allowed 
60  days  for  the  filing  of  written  excep¬ 
tions  by  any  interested  person  whose  ap¬ 
pearance  was  filed  at  the  hearing.  The 
published  document  also  included  a  his¬ 
tory  of  the  proceedings  in  the  matter  and 
an  explanation  of  the  scope  of  this  action. 
Time  for  the  filing  of  exceptions  was 
subsequently  extended  through  April  20, 
1973  by  notice  published  in  the  Federal 
Register  on  March  9,  1973  (38  FR  6396) . 

Exceptions  to  the  order  and  the  Find¬ 
ings  of  Fact  were  received  from  35  per¬ 
sons  whose  appearance  was  filed  at  the 
hearing  and  one  person  who  did  not  file 
such  an  appearance.  In  addition,  approx¬ 
imately  790  postcards,  form  letters,  and 
individual  letters  representing  1200  per¬ 
sons  were  received  by  the  Hearing  Clerk, 
objecting  to  the  order.  Over  20,000  simi¬ 
lar  letters  objecting  to  the  order,  sub¬ 
mitted  to  other  government  offices,  were 
forwarded  to  the  agency.  None  of  these 
letters  provided  any  substantive  reasons 
for  modifying  the  order.  All  exceptions 
filed  have  been  considered  and  have  been 
the  basis  of  modification  in  the  findings 
and  in  the  order  as  set  forth  below.  The 
Commissioner  is  aware  of  the  Resolution 
adopted  June  21,  1973,  by  the  Associa¬ 
tion  of  Food  and  Drug  Officials  of  the 
United  States  at  this  year's  annual  con¬ 


ference  in  Rapid  City,  South  Dakota,  in 
which  opposition  to  his  January  19,  1973, 
tentative  order  is  set  forth.  The  views  of 
that  organization,  as  well  as  the  views  of 
the  State  officials  which  were  individ¬ 
ually  expressed  through  their  own  re¬ 
sponses  to  the  tentative  order,  have  been 
thoroughly  considered  in  arriving  at  this 
final  order. 

1.  Exceptions  were  received  stating 
that  defining  the  term  “special  dietary 
use”  to  include  dietary  supplements  was 
not  within  the  province  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act.  The  Com¬ 
missioner  finds  no  merit  in  this  excep¬ 
tion.  The  agency  as  well  as  the  courts 
have  long  recognized  that  dietary  sup¬ 
plements  which  possess  a  label  or  label¬ 
ing  indicating  the  presence  of  various 
vitamins  or  minerals  do  in  fact  represent 
that  the  product  has  a  special  dietary 
use  for  man,  by  reason  of  its  vitamin 
and  mineral  properties.  21  CFR  125.3; 
V.  E.  Irons  v.  United  States,  244  F.2d  34 
(C.A.  1,  1957),  cert  denied  354  U.S.  923 
(1957). 

2.  An  exception  was  received  stating 
that  the  words  “pathological”  and 
“disease”  should  have  been  included  in 
the  definition  of  “special  dietary  use”  in 
8  125.1(a)  (21  CFR  125.1).  The  Com¬ 
missioner  reiterates  the  general  principle 
that  the  labeling  of  foods  for  special 
dietary  uses  may  not  represent,  suggest, 
or  imply  that  the  food  is  adequate  or  ef¬ 
fective  in  the  prevention,  cure,  mitiga¬ 
tion,  or  treatment  of  any  disease  or  symp¬ 
tom.  Such  products  are  defined  as  drugs 
under  the  act.  The  Commissioner  also 
points  out  that,  under  specific  sections 
of  Part  125,  provisions  are  made  for  ap¬ 
propriate  labeling  of  foods  for  special 
dietary  use  for  use  solely  under  medical 
supervision  to  meet  nutritional  require¬ 
ments  in  specific  medical  conditions. 
Such  foods  are  intended  to  provide  sound 
nutrition  to  sick  persons  rather  than 
to  treat  a  disease.  The  Commissioner 
concludes  that  the  deletion  of  the  words 
“pathological”  and  “disease”  from  the 
definition  of  foods  for  special  dietary  use 
is  proper  and  supported  by  the  Hearing 
Record  and  therefore  no  change  is 
warranted. 

3.  In  order  to  clarify  the  derivation  of 
U.S.  Recommended  Daily  Allowances 
(U.S.  RDA’s)  and  to  indicate  his  intent 
to  amend  them  at  appropriate  times,  the 
Commissioner  adds  a  new  subparagraph 
to  8  125.1(b).  It  is  made  clear  in  the 
regulation  that  as  new  information  on 
nutrient  needs  of  humans  is  obtained 
and  becomes  generally  adopted  as  au¬ 
thoritative  by  experts  in  nutritional 
science,  comparable  changes  will  be  made 
in  the  table  of  U.S.  RDA’s  when  such 
changes  will  serve  to  better  inform  users 
of  the  nutrient  value  of  a  food  for  special 
dietary  use.  This  action  is  supported  by 
paragraph  9  of  the  Proposed  Findings 
of  Fact. 

4.  Exceptions  were  received  objecting 
to  the  use  of  the  new  term  “U.S.  RDA” 
on  the  basis  that  the  term  was  not  used 
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in  the  1962  and  1966  proposals  and  there¬ 
fore  was  not  a  subject  of  the  hearings. 

One  of  the  purposes  of  the  hearings 
was  to  develop  a  set  of  recommended 
dietary  allowances  which  reflect  the  nu¬ 
trient  requirements  of  consumers,  and 
which  can  also  be  used  in  the  labeling 
of  foods  to  fully  inform  the  consumer 
regarding  nutrient  content.  Paragraphs 
9.  10  and  13  of  the  Proposed  Findings  of 
Fact  for  Part  125  support  the  use  of 
publication  No.  1694  of  the  National 
Academy  of  Sciences,  including  the  table 
entitled  “Recommended  Daily  Dietary 
Allowances”,  to  develop  such  a  new  set 
of  recommended  dietary  allowances. 
Because  the  term  “RDA”,  standing  alone, 
refers  specifically  to  the  values  found  in 
the  table  entitled  “Recommended  Daily 
Dietary  Allowances”,  it  would  be  im¬ 
proper  to  use  the  identical  term  in  re¬ 
ferring  to  a  new  set  of  recommended 
dietary  allowances  not  identical  in  all  in¬ 
stances  to  those  appearing  in  the  afore¬ 
mentioned  table.  The  Commissioner 
therefore  concludes  that  a  new  term  is 
needed  which  will  convey  the  sense  of 
recommended  dietary  allowances  without 
being  confused  with  the  already  existing 
RDA’s,  and  finds  “U.S.  RDA”  to  be  such 
a  term.  The  Commissioner  further  con¬ 
cludes  that  the  development  of  such  a 
new  term  falls  within  the  mandate  of  the 
hearings  to  develop  a  new  set  of  recom¬ 
mended  dietary  allowances,  and  there¬ 
fore  finds  no  merit  in  the  exception. 

5.  An  exception  was  received  suggest¬ 
ing  that  the  U.S.  RDA's  for  biotin  and 
folic  acid  were  too  high,  since  experience 
with  naturally-occurring  lower  levels  in 
milk-based  weight  control  dietaries  had 
not  resulted  in  any  observations  of  de¬ 
ficiency  in  either  humans  or  experimental 
animals  consuming  these  products. 

The  Commissioner  again  notes  his  re¬ 
liance  upon  the  information  contained 
in  “Recommended  Dietary  Allowances,” 
(Seventh  Revised  Ed.,  1968),  published 
by  the  Food  and  Nutrition  Board  of  the 
National  Academy  of  Sciences-National 
Research  Council,  as  being  authoritative 
for  the  development  of  the  U.S.  RDA’s. 
This  is  clearly  indicated  in  paragraphs 
9,  10  and  13  of  the  Proposed  Findings  of 
Fact  for  Part  125,  as  well  as  in  §  125.1 
(b)(1),  which  also  indicates  that  the 
U.S.  RDA’s  “are  subject  to  amendment 
from  time  to  time  as  more  information 
on  human  nutrition  becomes  available.” 
As  noted  in  paragraph  9  of  the  Proposed 
Findings  of  Fact  for  Part  125,  the  Com¬ 
missioner  considers  revisions  in  subse¬ 
quent  editions  of  “Recommended  Dietary 
Allowances”  to  be  the  principal  indicator 
for  any  need  for  revisions  of  U.S.  RDA’s. 
There  presently  is  inadequate  scientific 
evidence  to  justify  changing  the  folic 
acid  and  biotin  levels.  The  Commissioner 
therefore  concludes  that  changes  in  the 
U.S.  RDA’s  for  biotin  and  folic  acid  at 
this  time  are  unwarranted. 

6.  Exceptions  were  received  recom¬ 
mending  that  the  quantity  of  tryptophan 
present  in  a  food  for  special  dietary  use 
be  taken  into  consideration  in  terms  of 
niacin  equivalents  when  calculating  the 


amount  of  niacin  in  that  food.  The  Com¬ 
missioner  has  carefully  reviewed  the 
Hearing  Record  and  notes  the  discussion 
of  the  matter  in  “Recommended  Dietary 
Allowances,”  (Seventh  Revised  Ed., 
1968) ,  published  by  the  Food  and  Nutri¬ 
tion  Board,  National  Academy  of 
Sciences-National  Research  Council. 

The  Commissioner  considers  the  quan¬ 
titative  contribution  of  tryptophan  to 
total  niacin  activity  in  foods  to  be  vari¬ 
able  and  the  quantitative  determination 
of  niacin  equivalents  derived  from  tryp¬ 
tophan  subject  to  serious  practical  limi¬ 
tations  of  analytical  methodology.  The 
Commissioner  notes  that,  although  the 
conversion  of  a  portion  of  tryptophan  in¬ 
take  to  niacin  is  a  well-established  nutri¬ 
tion  principle,  there  is  currently  inade¬ 
quate  knowledge  of  the  magnitude  of 
such  conversion  resulting  from  the  con¬ 
sumption  of  specific  individual  foods. 
Therefore,  for  the  present,  the  use  of 
niacin  equivalents  derived  from  trypto¬ 
phan  is  rejected  for  declaring  total  nia¬ 
cin  activity.  As  further  knowledge  ac¬ 
cumulates  and  improved  analytical  pro¬ 
cedures  become  available,  the  Commis¬ 
sioner  will  re-examine  the  matter. 

7.  Exceptions  were  received  -  stating 
that  the  U.S.  RDA’s  for  the  specific  con¬ 
sumer  groups  failed  to  insure  that  the 
special  dietary  requirements  of  infants 
(i.e.,  persons  not  more  than  12  months 
of  age)  are  properly  identified  and  recog¬ 
nized.  Noting  the  numerous  exceptions 
concerning  this  issue,  at  the  urging  of 
the  American  Academy  of  Pediatrics, 
and  after  review  of  the  Hearing  Record 
and  the  Hearing  Examiner’s  Report,  the 
Commissioner  concludes  that,  although 
the  U.S.  RDA’s  for  infants  and  children 
under  four  years  of  age  can  safely  be 
used  by  infants  and  one-  to  two-year- 
olds,  as  stated  in  paragraph  14  of  the 
Proposed  Findings  of  Fact,  there  is  a 
need  to  establish  infant  U.S.  RDA’s  for 
the  labeling  of  those  foods  intended  for 
use  primarily  or  solely  by  infants.  (WD- 
3A-SebreU,  Q&A  15;  Lowe,  Tr.  12568-70) 
The  major  concern  expressed  by  the 
American  Academy  of  Pediatrics  dealt 
with  the  nutrition  labeling  of  food  prod¬ 
ucts,  e.g.,  strained  vegetables,  fruits,  and 
meat  mixtures.  In  their  opinion,  the 
higher  U.S.  RDA  levels  could  result  in 
mothers  feeding  their  infants  large 
quantities  of  food  in  order  to  provide  the 
higher  vitamin  and  mineral  levels,  and 
thus  causing  excessive  caloric  intake  and 
obesity.  By  separate  action  the  Commis¬ 
sioner  is  proposing  to  revise  Nutrition 
Labeling  §1.17(h)(l)  (21  CFR  1.17)  to 
reflect  this  change  by  requiring  that 
when  nutrition  labeling  is  used  on  baby 
foods  expressly  labeled  for  use  by  infants 
less  than  twelve  months  of  age,  the  U.S. 
RDA’s  established  in  §  125.1(b)  for  in¬ 
fants  shall  be  used.  A  reasonable  and 
scientifically  accurate  derivation  of  in¬ 
fant  U.S.  RDA  values  from  “Recom¬ 
mended  Dietary  Allowances,”  (Seventh 
Revised  Ed.,  1968) ,  published  by  the  Food 
and  Nutrition  Board  of  the  National 
Academy  of  Sciences-National  Research 
Council  reads  as  follows:  (WD-3A- 
Sebrell,  Q&A  15) 


Vitamins  &  minerals 

Unit  of 
measurement 

U.S.  RDA 
for  infants 

Vitamin  A . 

.  International 
units. 

1,500 

400 

5 

Milligrams. ... 

35 

Folic  acid . 

. do . . 

0.1 

Thiamine . 

. do _ 

0.5 

Riboflavin . 

—Si.do . 

0.6 

Niacin . 

. do . 

8 

Vitamin  Bt . 

_ do . 

0.4 

Vitamin  liu . . 

Micrograms _ 

2 

Biotin . 

Milligrams.... 

0. 05 

3 

Calcium . 

Grams . 

0.6 

Phosphorus . 

. do . . 

0.5 

45 

15 

70 

Copper . 

. do . 

0.6 

Zinc . 

. do _ 

5 

Therefore,  the  Commissioner  concludes 
that  paragraph  13  of  the  Proposed 
Findings  of  Fact  and  §  125.1(b)  should 
be  amended  by  including  the  above  U.S. 
RDA’s  for  infants  as  a  separate  column 
entitled  “Infants”  and  revising  the  head¬ 
ing  for  the  group  entitled  “Infants  and 
children  under  4  years  of  age”  to  read 
“Children  under  4  years  of  age”. 

8.  Exceptions  were  received  pointing 
out  that  the  units  of  measurement  for  vi¬ 
tamins  A  and  D  in  the  tentative  order 
for  §  125.1  are  International  Units,  which 
is  in  conflict  with  the  final  order  pub¬ 
lished  for  §  125.5(c)  (5)  (21  CFR  125.5) 
which  uses  U.S.P.  Units  as  the  units  of 
measurement  for  vitamins  A  and  D. 

The  Commissioner  concurs  that  the 
units  of  measurement  for  these  sections 
should  be  uniform  and  elsewhere  in  this 
issue  of  the  FEDERAL  REGISTER  is 
publishing  a  proposed  amendment  to 
change  the  units  of  measurement  for 
vitamins  A  and  D  in  §  125.5  to  Interna¬ 
tional  Units. 

9.  Exceptions  were  received  to  the  ef¬ 
fect  that  there  is  a  need  to  describe  the 
proper  uses  of  the  essential  nutrients 
listed  in  §  125.1(c)  for  which  no  U.S. 
RDA’s  have  been  established.  The  Com¬ 
missioner  recognizes  that  there  are  cer¬ 
tain  foods  for  special  dietary  uses  where 
the  inclusion  of  one  or  more  of  these 
nutrients  is  appropriate,  as  determined 
by  other  regulations.  Therefore,  for  pur¬ 
poses  of  clarification,  the  following  sen¬ 
tences  are  added  to  paragraph  (c) : 
“These  nutrients  are  not  appropriate  for 
addition  to  general  purpose  foods  or  diet¬ 
ary  supplements  of  vitamins  and  min¬ 
erals,  but  may  be  added  to  such  foods 
for  special  dietary  uses  as  infant  formu¬ 
las  and  foods  represented  for  use  solely 
under  medical  supervision  to  meet  nutri¬ 
tional  requirements  in  specific  medical 
conditions,  when  permitted  by  other  reg¬ 
ulations.” 

The  Codex  Alimentarius  is  presently 
preparing  food  standards  on  two  types 
of  infant  formulas,  one  with  a  milk  base 
and  one  without.  The  Commissioner  has 
concluded  that  it  is  appropriate  to  await 
the  availability  of  those  standards  before 
proceeding  with  similar  regulations  in 
this  country.  In  the  interim,  the  Food 
and  Drug  Administration  will  monitor 
the  use  of  nutrients  listed  in  §  125.1(c) 
in  infant  formula  products  to  make  cer- 
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tain  that  they  are  safe  and  appropriate 
on  the  basis  of  a  sound  nutritional  ra¬ 
tionale. 

Similarly,  it  is  premature  at  this  time 
to  promulgate  regulations  setting  de¬ 
finitive  standards  on  the  use  of  these 
nutrients  in  so-called  “medical  foods" 
represented  solely  for  use  under  medical 
supervision  to  meet  nutritional  require¬ 
ments  in  specific  medical  conditions. 
Pending  promulgation  of  such  regula¬ 
tions  the  Commissioner  will  continue  a 
close  surveillance  of  these  products  to 
prevent  improper  use  of  any  nutrient 
listed  in  §  125.1(c) . 

The  Commissioner  is  unable  to  anti¬ 
cipate  exactly  when  such  regulations  will 
be  promulgated.  Accordingly,  the  restric¬ 
tion  in  §  125.1(c),  that  such  ingredients 
may  be  used  in  those  products  only  in 
accordance  with  specific  regulations,  is 
being  held  in  abeyance  until  further  no¬ 
tice. 

10.  Exceptions  were  received  recom¬ 
mending  the  recognition  of  choline,  in¬ 
ositol,  selenium  and  chromium  as  ap¬ 
propriate  for  inclusion  in  certain  foods 
for  special  dietary  uses.  The  Commis¬ 
sioner  has  carefully  reviewed  the  Hear¬ 
ing  Record  and  the  current  state  of  sci¬ 
entific  knowledge  concerning  these  sub¬ 
stances  and  their  role  in  the  human  diet. 
The  Commissioner  reiterates  that  the 
Food  and  Drug  Administration  relies 
heavily  on  “Recommended  Dietary  Al¬ 
lowances,”  (Seventh  Revised  Ed.,  1968), 
published  by  the  National  Academy  of 
Sciences  as  a  basic  guide  to  the  inclusion 
or  exclusion  of  nutrient  substances  from 
regulations  concerned  with  nutrient 
composition.  (WD-3A-Sebrell  Q&A  4) 
On  the  basis  of  the  review'  and  the  pres¬ 
ent  position  of  the  National  Academy 
of  Sciences,  the  Commissioner  concludes 
as  follows: 

There  is  now  sufficient  evidence  of  the 
essentiality  of  choline  in  the  human  for 
it  to  be  appropriate  to  include  choline  in 
infant  formulas,  especially  those  de¬ 
signed  for  the  premature,  and  in  chemi¬ 
cally  defined  diets  to  be  used  as  the  sole 
source  of  nutrition  under  the  supervision 
of  physicians  to  provide  good  nutrition 
to  critically  ill  patients.  Because  any  diet 
of  general  purpose  food  contains  suf¬ 
ficient  chloine,  however,  it  is  not  appro¬ 
priate  to  include  choline  in  other  forms 
of  foods  for  special  dietary  uses. 

There  is  insufficient  evidence  to  show 
that  inositol  is  an  essential  nutrient  for 
humans,  and  it  is  therefore  inappropriate 
for  this  substance  to  be  included  in  foods 
for  special  dietary  uses.  There  is  also  in¬ 
adequate  knowledge  at  this  time  to  deter¬ 
mine  the  essentiality  of  chromium,  and 
therefore  it  is  not  appropriate  to  include 
chromium  in  foods  for  special  dietary 
uses.  The  Food  and  Drug  Administration 
will  follow  new  scientific  information  on 
the  nutritional  role  of  inositol  and  chro¬ 
mium,  and  amend  these  regulations  if 
they  are  shown  to  be  essential. 

The  information  on  selenium  is  equi¬ 
vocal  at  this  time.  It  has  been  clearly 
shown  to  be  essential  in  animals  and 
thus  is  widely  regarded  as  also  essential 
in  humans,  but  there  is  as  yet  no  evidence 
of  a  possible  deficiency  in  man.  Because 


there  is  presently  no  known  justification 
for  the  addition  of  selenium  to  any  type 
of  food  product  the  Commissioner  has 
concluded  that  this  ingredient  should  not 
be  added  to  §  125.1(c)  at  this  time. 

The  Commissioner  therefore  concludes 
that  the  paragraph  11  of  the  Proposed 
Findings  of  Fact  should  be  amended  by 
including  the  w'ords  “and  choline”  after 
the  word  “biotin”  and  that  §  125.1(c) 
should  be  amended  to  include  the  word 
“choline”  following  the  w'ords  “vitamin 
K”. 

11.  Exceptions  were  filed  concerning 
5  125.1(h),  setting  forth  the  need  to 
clarify  the  meaning  of  the  terms  “prod¬ 
uct”,  “upper  limit  of  the  U.S.  RDA”,  and 
“food  represented  for  use  solely  under 
medical  supervision.”  The  Commissioner 
recognizes  the  need  for  clarification  of 
this  paragraph,  and  it  is  therefore  re¬ 
worded  as  follow's:  “Any  product  con¬ 
taining  more  than  the  upper  limit  of  the 
U.S.  RDA  per  serving  or,  where  appro¬ 
priate,  per  daily  recommended  quantity 
of  a  vitamin  or  mineral  as  specified  in 
5  80.1(f)(1)  is  a  drug,  except  for  con¬ 
ventional  foods  which  contain  naturally 
occurring  amounts  in  excess  of  these  up¬ 
per  limits,  and  except  for  foods  provided 
for  in  Part  125,  such  as  infant  formulas 
or  foods  which  are  represented  for  use 
solely  to  meet  nutritional  requirements 
in  specific  medical  conditions.” 

12.  Exceptions  were  also  filed  concern¬ 
ing  §  125.1(h)  stating  that  the  Commis¬ 
sioner  had  exceeded  his  authority  in  clas¬ 
sifying  products  containing  a  vitamin  or 
mineral  in  excess  of  the  upper  limits  of 
the  U.S.  RDA’s  as  drugs.  The  basis  for 
such  exceptions  was  the  claim  that  the 
term  “drug”  is  defined  by  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  which 
should  be  controlling  in  this  matter.  The 
Commissioner  recognizes  that  the  act  is 
controlling,  and,  upon  further  review  of 
the  hearing  record  and  the  findings  of 
fact  for  Parts  80  and  125,  concludes  that 
those  products  which  contain  vitamins  or 
minerals  in  excess  of  the  upper  limits  of 
the  U.S.  RDA’s  are  in  fact  articles  in¬ 
tended  for  use  in  the  cure,  mitigation, 
treatment,  or  prevention  of  disease  in 
man  and  therefore,  pursuant  to  the  def¬ 
inition  contained  in  21  U.S.C.  321(g)  (1) 
(B) ,  are  properly  classified  as  drugs,  with 
the  exceptions  noted  above  in  Exception 
number  11.  The  hearing  record  discloses 
no  known  food  or  nutrition  use  of  nutri¬ 
ents  at  such  high  levels,  and  no  such  uses 
were  shown  in  the  exceptions. 

13.  Exceptions  were  received  stating 
that  the  agency  has  no  authority  to  pro¬ 
mulgate  regulations  which  prohibit  cer¬ 
tain  claims  as  provided  for  in  §  125.2(b) 
(21  CFR  125.2).  The  Order  Staying  the 
Effective  Date  of  the  Regulations  pub¬ 
lished  in  the  Federal  Register  on  De¬ 
cember  14,  1966  (31  FR  15730),  as  well 
as  the  tentative  final  order  published  in 
the  Federal  Register  on  January  19, 
1973  (38  FR  2149) ,  as  they  pertained  to 
5  125.2(b),  relies  on  sections  201  (n),  403 
(a),  and  403(j)  of  the  act  for  authority 
to  prohibit  false  and  misleading  state¬ 
ments  on  foods  represented  to  be  for 
special  dietary  uses.  The  Commissioner 
has  reviewed  these  exceptions  and  finds 


ample  authority  for  these  prohibitions  in 
sections  201(n) ,  403(a)  and  403(j) . 

14.  Exceptions  were  received  concern¬ 
ing  the  prohibition  in  5  125.2(b)(1) 
against  labeling  claims  that  the  vitamin 
or  mineral  properties  of  a  food  are  ade¬ 
quate  or  effective  in  the  prevention  or 
treatment  of  any  disease  or  symptom. 
Some  exceptions  erroneously  interpreted 
this  as  prohibiting  virtually  any  discus¬ 
sion  of  nutritional  usefulness  of  all  vita¬ 
mins  and  minerals. 

The  hearing  record  establishes  and  the 
Commissioner  recognizes  that  all  vita¬ 
mins  and  minerals  inherently  assist  in 
preventing  nutrient  deficiencies  and 
thus,  in  that  sense,  prevent  disease.  The 
prohibition  in  no  way  prohibits  truthful 
representation  that  a  given  nutrient  is 
essential  to  human  nutrition  and  good 
health  and  well-being.  At  the  same  time 
it  must  be  recognized  that  explicit  claims 
related  to  prevention  or  treatment  of 
specific  disease  conditions  render  a  prod¬ 
uct  a  drug  under  section  201(g)(1)(B) 
of  the  act.  The  statutory  definitions  of 
“food”  and  “drug”  are  not  mutually  ex¬ 
clusive  in  this  respect. 

This  prohibition  was  required  because 
the  hearing  record,  as  noted  in  para¬ 
graphs  29,  30,  32  and  35  of  the  Proposed 
Findings  of  Fact,  demonstrated  wide¬ 
spread  promotional  practices  stating  or 
implying  that  a  vitamin  or  mineral 
should  be  consumed  in  order  to  prevent  a 
specific  disease.  As  evidenced  by  para¬ 
graph  35  of  the  Proposed  Findings  of 
Fact,  it  has  been  common  practice  to 
promote  nutrients  by  stating  that  a  defi¬ 
ciency  of  a  particular  vitamin  or  mineral 
leads  to  a  specific  disease,  thus  implying 
that  a  consumer  who  fails  to  purchase 
the  product  in  question  may  suffer  from 
that  disease  or  that  the  vitamin  or 
mineral  in  question  will  prevent  that 
disease. 

The  Commissioner  concludes  that  reli¬ 
ance  upon  scare  promotional  claims,  de¬ 
signed  to  panic  the  public  into  believing 
that  nutrient  supplementation  is  neces¬ 
sary  to  prevent  the  onset  of  severe  defi¬ 
ciency  diseases,  neither  is  supported  by 
the  Hearing  Record  nor  fosters  good  nu¬ 
tritional  practices.  Informative  labeling 
designed  to  educate  the  public  about  the 
need  for  basic  nutrition  planning,  and  to 
emphasize  the  importance  of  essential 
nutrients  to  good  health,  is  truthful,  sup¬ 
ported  by  the  Hearing  Record,  and  en¬ 
couraged  by  the  agency.  The  Commis¬ 
sioner  concludes  that  no  change  in 
§  125.2(b)  (1)  is  warranted. 

15.  Exceptions  were  received  objecting 
to  §  125.2(b)  (2),  which  prohibits  the  use 
of  labeling  claims  suggesting  that  ordi¬ 
nary  foods  in  the  diet  are  inadequate  to 
meet  nutritional  needs,  as  being  contrary 
to  the  Hearing  Examiner’s  findings.  No 
evidence,  except  for  testimony  which  re¬ 
lated  to  specific  segments  of  the  popula¬ 
tion,  such  as  that  contained  in  para¬ 
graph  45  of  the  Proposed  Findings  of 
Fact,  is  contained  in  the  Hearing  Record 
to  establish  that  a  diet  of  ordinary  foods 
cannot  satisfy  all  nutrition  needs. 

Since  the  early  1940’s,  and  continuing 
to  the  present  time,  certain  labeling, 
promotion,  advertising,  and  lay  litera¬ 
ture  concerning  dietary  supplements  of 


FEDERAL  REGISTER,  VOL.  38,  NO.  148— THURSDAY,  AUGUST  2,  1973 


RULES  AND  REGULATIONS 


20711 


vitamins  and  minerals  and  other  foods 
offered  for  special  dietary  use  based  on 
their  vitamin  and/or  mineral  qualities 
has  repeatedly  represented  that  ordinary 
foods  are  incapable  of  supplying  ade¬ 
quate  amounts  of  vitamins  and  minerals 
to  meet  human  needs.  (Weissenberg,  Tr. 
6560-61,  6571-72,  6304,  6358,  6375,  6447- 
50,  6579) .  Individual  case  determinations 
have  shown  that  the  use  of  this  theme  in 
the  labeling  of  foods  for  special  dietary 
uses  is  false  and  misleading.  (Exhibit 
P-670,  670(a),  671). 

To  clarify  this  issue,  the  Commissioner 
concludes  that  a  Finding  of  Fact  46 
should  be  added  to  the  Findings  of  Fact 
for  Part  125  as  published  on  January  19, 
1973  (38  FR  2145),  to  read  as  follows: 

Since  the  early  1940’s,  and  continuing  to 
the  present  time,  certain  labeling,  promotion, 
advertising,  and  lay  literature  concerning 
dietary  supplments  of  vitamins  and  minerals 
and  other  foods  offered  for  special  dietary  use 
based  on  their  vitamin  and/or  mineral  qual¬ 
ities  has  repeatedly  represented  that  ordi¬ 
nary  foods  are  incapable  of  supplying  ade¬ 
quate  amounts  of  vitamins  and  minerals  to 
meet  human  needs.  (Weissenberg,  Tr.  6560- 
61,  6571-72,  6304,  6358,  6375,  6447-50,  6579). 
Individual  case  determinations  have  shown 
that  the  use  of  this  theme  in  the  labeling  of 
foods  for  special  dietary  uses  is  false  and 
misleading.  (Exhibit  P-670,  670(a),  671). 

To  further  clarify  this  prohibition,  the 
phrase  “balanced  diet”  will  be  substi¬ 
tuted  for  “diet”,  since  it  is  obvious  that 
an  unbalanced  or  poor  diet  could  be  defi¬ 
cient  in  nutrients.  The  Commissioner 
concludes  that  §  125.2(b)  (2)  should  be 
modified  to  read  “That  a  balanced  diet 
of  ordinary  foods  cannot  supply  adequate 
amounts  of  nutrients”. 

16.  Exceptions  were  received  express¬ 
ing  concern  that  the  labeling  prohibitions 
in  §  125.2(b)  (3)  and  (4)  would  preclude 
factual  supportable  statements  that  cer¬ 
tain  losses  may  be  due  to  improper 
handling  or  that  certain  products  may 
be  lower  in  nutrient  content  due  to  the 
soil  upon  which  the  food  was  grown. 
This  is  not  the  intent  of  these  prohibi¬ 
tions,  nor  are  they  so  worded.  Any  truth¬ 
ful  claims,  supported  by  adequate  scien¬ 
tific  data,  relating  to  the  specific  nutri¬ 
ent  value  of  a  product  will  be  permitted. 

These  prohibitions  are  intended  to  pro¬ 
hibit  unsupported  generalization  that 
there  is  a  general  deficiency  in  the  daily 
diet  because  of  soil  in  which  the  food 
was  grown,  or  transportation,  or  process¬ 
ing  methods  used  in  preparing  food. 
These  prohibitions  are  clearly  supported 
by  paragraphs  37,  39,  40,  and  41  of  the 
Proposed  Findings  of  Fact. 

For  clarification  purposes  and  uni¬ 
formity,  5  125.2(b)  (4)  is  amended  by  sub¬ 
stituting  the  phrase  “the  daily  diet”  for 
the  word  “diets”. 

17.  Exceptions  were  received  objecting 
to  those  provisions  which  prohibit  the 
inclusion  of  certain  ingredients  in  dietary 
supplements  and  other  forms  of  foods 
for  special  dietary  uses  which  have  not 
been  shown  to  be  essential  in  human 
nutrition,  such  as  rutin,  other  biofla¬ 
vonoids,  para-aminobenzoic  acid,  inositol 
and  similar  ingredients,  products  and 
compounds.  No  evidence  was  submitted 
to  show  that  these  ingredients  are  of 
nutritional  value.  This  matter  was  dis¬ 


cussed  in  detail  in  paragraph  B  of  the 
proposed  Conclusions  of  Law  with  respect 
to  §  125.2  supported  by  paragraph  4  of 
the  Proposed  Findings  of  Fact  in  respect 
to  Part  125  and  paragraphs  8,  19,  21,  and 
32  of  the  Proposed  Findings  of  Fact  in 
respect  to  Part  80. 

The  Commissioner  has  carefully  re¬ 
considered  the  Hearing  Record,  and  re¬ 
iterates  his  conclusion  that  it  is  not 
nutritionally  sound,  and  results  in  false 
or  misleading  labeling,  to  permit  inclu¬ 
sion  of  these  ingredients  in  dietary  sup¬ 
plements  or  other  forms  of  foods  for 
special  dietary  uses.  Such  ingredients 
may  properly  be  marketed  as  separate 
foods. 

18.  Exceptions  were  received  stating 
that  §  125.2(b)  (5),  concerning  unaccept¬ 
able  labeling  and  marketing  practices, 
requires  clarification.  The  Commissioner 
concurs  with  the  need  for  clarification 
of  this  paragraph.  Therefore,  the  last 
sentence  of  §  125.2(b)  (5)  is  replaced  with 
the  following: 

Ingredients  or  products  of  this  type  may 
be  marketed  as  individual  products  or  mix¬ 
tures  thereof:  Provided,  That  the  possibility 
of  nutritional,  dietary  or  therapeutic  value  is 
not  stated  or  implied.  Examples  of  false  or 
misleading  statements  or  implications  are: 
(i)  label  statements  to  the  effect  that  the 
products’  need  or  usefulness  in  human  nutri¬ 
tion  has  not  been  established;  (ii)  label 
statements  which  otherwise  disclaim  nutri¬ 
tional,  dietary  or  therapeutic  value,  (para¬ 
graphs  3,  4  and  33  of  the  Proposed  Findings 
of  Fact) 

19.  Exceptions  were  received  objecting 
to  §  125.2(b)  (6)  which  prohibits  any  sug¬ 
gestion  that  a  natural  vitamin  is  superior 
to  a  synthetic  vitamin.  The  basis  for  such 
objection  is  the  allegation  that  the  con¬ 
sumer  will  know  the  source  (natural  or 
synthetic)  of  the  vitamin. 

This  is  not  the  intent  of  the  prohibition 
nor  is  it  so  worded.  A  factual  and  true 
statement  of  the  origin  of  a  nutrient 
is  permitted,  and  only  a  claim  of 
superiority  is  prohibited.  This  prohibition 
was  included  because  of  widespread 
claims  that  nutrients  of  natural  origin 
are  superior  to  synthetic  nutrients.  Par¬ 
agraphs  26  and  27  of  the  Proposed  Find¬ 
ings  of  Fact  clearly  establish  that  there 
is  no  valid  scientific  evidence  to  support 
such  claims  of  superiority.  The  required 
list  of  ingredients  will  also  in  all  in¬ 
stances  enable  the  consumer  to  deter¬ 
mine  the  source  of  the  nutrient.  The 
Commissioner  concludes  that  no  changes 
are  warranted. 

20.  Exceptions  were  received  pointing 
out  that  there  is  a  need  to  specify  that 
a  synthetic  vitamin  must  be  in  a  form 
equivalent  to  the  naturally  occurring 
compound.  The  Commissioner  notes  that 
within  a  family  of  compounds  exhibiting 
a  specific  vitamin’s  activity,  there  may  be 
differences  in  biological  activity  for  equal 
weights  of  the  various  compounds.  For 
the  purpose  of  declaring  potency  of  a 
vitamin  in  a  uniform  manner,  the  Com¬ 
missioner  concludes  that  it  is  necessary 
to  express  the  potency  in  terms  of  the 
weight  of  a  specific  reference  compound 
equivalent  in  biological  activity  to  the 
amount  of  the  vitamin  form  actually 
present  in  the  product.  Therefore  a  list 


of  appropriate  reference  forms  has  been 
added  as  a  new  paragraph  §  125.1(b)  (2). 

21.  Exceptions  were  received  objecting 
to  paragraph  34  of  the  Proposed  Findings 
of  Fact  which  states  that  vitamin  or 
mineral  deficiencies  are  unrelated  to  the 
great  majority  of  symptoms  like  tired¬ 
ness,  nervousness,  and  a  rundown  condi¬ 
tion.  The  Commissioner  has  reviewed 
this  finding  of  fact  and  the  hearing  rec¬ 
ord  concerning  this  issue  and  concludes 
that  the  evidence  clearly  establishes  that 
over  the  years  there  have  been  wide¬ 
spread  promotional  practices  stating  or 
implying  that  a  vitamin  or  mineral 
should  should  be  consumed  in  order  to 
prevent  tiredness,  nervousness,  etc. 

The  Commissioner  concludes  that 
reliance  upon  promotional  claims  de¬ 
signed  to  induce  the  public  into  be¬ 
lieving  that  nutrient  fortification  or  sup¬ 
plementation  will  prevent  such  physical 
conditions,  is  neither  supported  by  the 
hearing  record  nor  fosters  good  nutri¬ 
tional  practices.  The  Commissioner  con¬ 
cludes  that  paragraph  34  of  the  Proposed 
Findings  of  Fact  is  fully  supported  by 
the  record  and  therefore  no  change  is 
warranted. 

22.  Exceptions  were  filed  stating  that 
the  proposed  regulations  were  invalid  as 
the  agency  had  failed  to  follow  the  re¬ 
quirements  as  set  forth  in  21  U.S.C. 
371(e)  for  amending  a  regulation  be¬ 
cause  no  notice  of  proposal  to  revise  the 
regulations  was  ever  published  prior  to 
the  order  revising  the  regulations  for 
foods  for  special  dietary  use  published 
in  the  Federal  Register  on  June  18, 
1966  (31  FR  8521). 

In  the  Federal  Register  on  June  20, 
1962,  (27  FR  5815),  under  the  heading 
“Food  and  Drug  Administraton,  (21  CFR 
Parts  1,  125),  Dietary  foods,  Notice  of 
Proposal  to  Revise  Regulation,”  the 
Commissioner  of  Food  and  Drugs  pub¬ 
lished  a  proposal  to  amend  the  regula¬ 
tions  dealing  with  special  dietary  foods 
in  general  and  dealing  specifically  with 
food  supplements  or  dietary  supple¬ 
ments.  The  Commissioner  therefore  finds 
no  merit  in  the  exception. 

23.  Several  exceptions  stated  that  the 
Hearing  Examiner,  David  Harris,  was 
improperly  appointed  because  he  was 
not  assigned  to  the  hearing  in  rotation 
from  a  designated  group  of  Food  and 
Drug  Administration  hearing  examin¬ 
ers  as  required  by  the  Administrative 
Procedures  Act,  5  U.S.C.  3105.  Further 
exceptions  were  expressed  to  the  fact 
that  he  was  appointed  hearing  examiner 
on  April  2,  1968  and  then  sworn  in  as 
a  hearing  examiner  on  April  15,  1968. 

Review  of  these  exceptions  reveals 
that  in  early  1967  it  became  apparent 
that  the  hearing  on  the  regulations 
would  take  at  least  a  year  to  complete 
because  of  the  numerous  parties  in¬ 
volved.  In  view  of  the  scope  of  the  hear¬ 
ing  and  the  matters  to  be  covered 
therein,  and  in  light  of  the  fact  that 
the  Food  and  Drug  Administration’s  only 
Hearing  Examiner  was  otherwise  en¬ 
gaged,  it  became  apparent  that  another 
Hearing  Examiner  would  be  needed.  Be¬ 
cause  the  Civil  Service  Commission  dis¬ 
couraged  the  borrowing  of  examiners 
from  other  agencies  for  hearings  ex- 
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pected  to  exceed  a  period  of  six  months, 
the  Commission,  pursuant  to  the  Food 
and  Drug  Administration’s  request  on 
June  6,  1967,  certified  a  list  of  eligible 
candidates  for  the  position.  Of  the 
seven  recommended,  four  indicated  that 
they  were  not  interested  in  the  appoint¬ 
ment  and  one  failed  to  respond.  Fol¬ 
lowing  personal  interviews  with  the  two 
remaining  candidates,  David  H.  Harris 
was  offered  the  position,  which  he  ac¬ 
cepted  on  February  23,  1968.  On  April  2, 
1968,  a  Notice  of  Hearing  and  Prehear¬ 
ing  Conference  published  in  the  Federal 
Register  announced  his  designation  as 
the  Hearing  Examiner  for  the  dietary 
foods  proceeding  (33  FR  5268).  Mr. 
Harris  was  formally  sworn  in  on  April 
15,  1968.  On  May  4,  1968  a  notice  con¬ 
firming  that  Mr.  Harris  had  been  ap¬ 
pointed  as  a  Food  and  Drug  Hearing 
Examiner  effective  April  15,  1968,  was 
published  in  the  Federal  Register  (33 
FR  6828). 

During  the  prehearing  conference 
which  began  on  May  7,  a  motion  to  set 
aside  Mr.  Harris’  assignment  and  desig¬ 
nation  was  denied.  A  subsequent  request 
that  the  motion  be  certified  to  the  Com¬ 
missioner  was  similarly  denied. 

This  exception  has  been  previously 
ruled  on  in  the  case  of  National  Dietary 
Foods  Assn.  v.  Cohen,  68  Civ.  2368  (S.D. 
N.Y.  1968  > ,  wherein  the  court  said : 

Considering  the  increased  caseload  before 
the  FDA,  the  scope  of  the  present  proceed¬ 
ings,  the  fact  that  FDA  had  only  one  Hear¬ 
ing  Examiner,  and  the  degree  of  discretion 
permissible  under  5  US.C.  3105  regarding 
the  selection  process,  it  is  the  opinion  of 
this  Court  that  the  FDA  acted  in  conso¬ 
nance  with  the  statutory  mandate.  To  re¬ 
quire  the  application  of  the  mechanical  ro¬ 
tation  method  where  the  agency  employs  but 
one  examiner  would  not  be  at  all  “practi¬ 
cable”. 

The  Commissioner,  having  reviewed 
the  facts  and  the  ruling  of  the  court,  is 
of  the  opinion  that  the  Agency  acted 
within  the  bounds  of  its  statutory  au¬ 
thority  and  that  no  prejudice  or  harm 
was  suffered  by  any  participant  in  the 
hearings. 

24.  Exceptions  were  filed  stating  that 
the  rights  of  certain  participants  in  the 
hearing  were  violated  in  that,  following 
the  termination  of  the  government’s 
case,  the  Hearing  Examiner  precluded 
cross-examination  of  the  opponent  wit¬ 
nesses  by  any  other  opponent  unless  a 
request  in  writing  wras  filed  stating  the 
subject  matter  the  party  intended  to  go 
into  on  cross-examination.  It  is  further 
asserted  that  the  Hearing  Examiner,  as 
a  matter  of  course,  refused  any  further 
cross-examination  from  certain  oppo¬ 
nents,  and  that  such  denials  were  precipi¬ 
tated  by  pressure  to  speed  up  the  hear¬ 
ing,  exerted  upon  the  Hearing  Examiner 
by  the  Commissioner’s  Office  and  the 
General  Counsel’s  Office. 

The  Commissioner  recognizes  that 
each  participant  in  a  hearing  is  entitled 
to  a  full  and  fair  hearing  and  that  such 
a  hearing  occurs  when  ample  opportunity 
is  afforded  to  all  parties  to  make,  by  evi¬ 


dence  and  oral  presentation,  a  sufficient 
record  and  to  be  heard  in  support  of  its 
issues.  Boston  &  M.R.R.  v.  United  States, 
208  F.  Supp.  661  (D.C.  Mass.,  1962),  af¬ 
firmed  371  U.S.  26  (1962) . 

The  question  of  whether  a  hearing 
officer’s  actions  are  arbitrary,  and  thus 
constitute  a  denial  of  due  process,  de¬ 
pends  upon  the  circumstances.  Shacht- 
man  v.  Dulles,  225  F.2d  938  (C.A.  D.C., 
1955).  Determination  of  what  cross- 
examination  is  necessary  and  proper  is 
with  the  sound  judicial  discretion  of  the 
Hearing  Examiner.  N.L.R.B.  v.  Miami 
Coca-Cola  Bottling  Co.,  360  F.2d  569 
(C.A.  5,  1966). 

The  Commissioner,  having  reviewed 
the  record,  is  of  the  opinion  that  the 
Hearing  Examiner  acted  within  the  scope 
of  discretion  provided  for  in  5  U.S.C.  556 
in  restricting  the  cross-examination,  in 
view  of  the  fact  thata  each  of  the  oppo¬ 
nents  was  given  the  opportunity  to  pre¬ 
sent  his  views,  and  make  a  full  and 
complete  record,  by  whatever  direct  oral 
and  written  testimony  he  wished  to 
present. 

25.  Exceptions  were  received  stating 
that  fresh  fruits  and  vegetables  should 
not  be  subject  to  the  provisions  of  Part 
125,  as  foods  for  special  dietary  use.  The 
Commissioner  agrees  and  has  so  stated 
in  the  preamble  to  the  tentative  order 
on  nutrition  labeling  published  in  the 
Federal  Register  on  January  19,  1973 
(38  FR  2125)  that  it  is  inappropriate  to 
label  conventional  general  purpose  foods 
such  as  fresh  fruits  and  vegetables  under 
Part  125.  When  a  claim  with  respect  to 
nutritional  properties  of  such  foods  is 
included  in  labeling,  the  full  nutritidn 
labeling  established  in  §  1.17  (21  CFR 
1.17)  must  be  utilized. 

26.  Exceptions  were  received  stating 
that  failure  to  include  §  125.6,  relating  to 
lowT  caloric  foods,  in  the  tentative  orders 
of  January  19,  1973,  makes  it  difficult  to 
plan  labeling  of  such  foods  that  would 
not  be  in  conflict  with  Part  125  or  §§  1.17 
and  1.18.  The  Commissioner  recognizes 
the  need  to  finalize  regulations  related 
to  claims  based  upon  the  caloric  content 
of  food.  Section  125.6  is  presently  under 
review,  and  the  Commissioner  intends  to 
publish  a  tentative  order  later  this  year 
related  to  the  issue  of  claims  based  upon 
the  caloric  content  of  a  food,  in  the  con¬ 
text  of  the  proposals  which  wTere  the 
subject  of  the  Special  Dietary  Food 
Hearings. 

27.  Exceptions  wTere  received  objecting 
to  Proposed  Findings  of  Fact  in  para¬ 
graphs  31,  35,  36,  and  44  on  the  ground 
that  these  findings  indicate  the  appro¬ 
priate  uses  of  therapeutic  formulations 
of  vitamins  and  minerals.  The  exceptions 
argued  that  the  appropriate  uses  of  ther¬ 
apeutic  formulations  should  be  deter¬ 
mined  during  the  course  of  the  OTC  drug 
review'  and  not  in  this  proceeding.  The 
Commissioner  has  reviewed  each  of  the 
Findings  of  Fact  in  question  and  con¬ 
cludes  no  change  or  modification  is  re¬ 
quired.  None  of  those  findings  relate  to 


drug  products.  To  clarify  this  issue,  an 
additional  finding  of  fact  47  will  be  added 
which  provides  that  it  is  the  intent  of  the 
Commissioner  that  the  appropriate  uses 
of  therapeutic  formulations  of  vitamins 
and  minerals  (i.e.,  those  defined  as  a  drug 
under  §  125.1(h)),  are  to  be  determined 
during  the  course  of  the  OTC  drug 
review: 

These  regulations  interpret  and  apply  sec¬ 
tions  403(a)  and  (J),  by  prescribing  require¬ 
ments  for  label  information  necessary  in 
order  fully  to  inform  purchasers  of  the  value 
of  foods  for  special  dietary  uses,  and  to  pre¬ 
vent  false  or  misleading  labeling  for  foods. 
Neither  the  findings  of  fact  nor  the  regula¬ 
tions  relate  to  or  affect  vitamin-mineral 
products  which  are  classified  as  “drugs”.  It 
is  the  intent  of  the  Food  and  Drug  Admin¬ 
istration  that  the  safety,  effectiveness,  and 
labeling  of  OTC  vitamin-mineral  drugs  be 
determined  through  the  separate  OTC  drug 
review  for  vitamin-mineral  drugs  as  pro¬ 
vided  in  21  CFR  130.301.  The  OTC  vitamin- 
mineral  drug  review  panel  will  make  its  own 
independent  inquiry  on  these  matters. 

28.  Certain  exceptions  were  filed  to 
various  findings  of  fact  stating  that  said 
findings  were  improper  interpretations  of 
the  hearing  testimony  and  were  other¬ 
wise  contrary  to  the  evidence  presented 
in  the  Hearing  Examiner’s  Findings  of 
Fact.  The  Commissioner  has  reviewed 
the  Findings  of  Fact  and  is  of  the  opinion 
that,  except  where  modified,  they  are  a 
proper  interpretation  and  application  of 
the  hearing  testimony.  The  Commis¬ 
sioner  further  points  out  that  it  is  the 
Agency’s  function,  not  the  Examiner’s, 
to  develop  findings  of  fact  and  make  the 
ultimate  selection,  and  where  there  is 
substantial  evidence  in  the  record,  it  is 
the  agency’s  choice  that  governs.  Greater 
Boston  Television  Corp.  v.  F.T.C.  444  F.2d 
841,  (C.A.  D.C.  1970),  cert,  denied  403 
U.S.  923  (1970). 

29.  A  number  of  the  exceptions  and  let¬ 
ters  raised  general  questions  about  the 
Food  and  Drug  Administration’s  overall 
policy  on  vitamin-mineral  products. 
These  general  questions  were  also  the 
subject  of  an  inquiry  from  five  members 
of  Congress,  the  response  to  which  has 
been  reprinted  in  the  Congressional  Rec¬ 
ord  of  July  12,  1973  (119  Cong.  Rec. 
S13214-S13220).  In  lieu  of  reiterating 
the  lengthy  discussion  in  that  response, 
the  Commissioner  hereby  incorporates  it 
by  reference  and  advises  that  it  accu¬ 
rately  reflects  the  basis  for  and  his  in¬ 
terpretation  and  application  of  these 
regulations. 

Having  considered  the  evidence  re¬ 
ceived  at  the  hearing,  the  hearing  exam¬ 
iner’s  report,  and  all  the  exceptions  and 
written  arguments  which  wrere  filed,  the 
Commissioner,  pursuant  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (secs. 
201(n),  401,  403(a)  and  (j),  701(a)  and 
(e),  52  Stat.  1046,  1048,  1055,  1056.  as 
amended  by  70  Stat.  919;  21  U.S.C. 
321(n),  341,  343(a)  and  (j),  371(a)  and 
(e) )  and  under  authority  delegated  to 
him  (21  CFR  2.120),  Issues  the  following 
Findings  of  Fact,  Conclusions,  and  Final 
Order: 
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Findings  of*  Fact1 

1.  Since  enactment,  In  1941,  of  the  cur¬ 
rently  effective  regulations  concerning 
foods  for  special  dietary  uses,  the  defini¬ 
tion  of  special  dietary  use  contained 
therein  (21  CFR  1.11)  has  proved  inade¬ 
quate,  in  certain  respects,  to  meet  the 
needs  of  the  Food  and  Drug  Administra¬ 
tion  in  its  regulatory  activity.  (Swain,  Tr. 
115,  116,  125-127,  153-155,  168,  169) 

2.  The  term  “special  dietary  use,”  as 
applied  to  food  including  dietary  supple¬ 
ments  used  by  man,  means  a  particular 
use  for  which  a  product  purports  or  is 
represented  to  be  used,  including  but  not 
limited  to  the  following  uses: 

(a)  Supplying  a  special  dietary  need 
that  exists  by  reason  of  a  physical,  phys¬ 
iological,  or  other  condition,  including 
but  not  limited  to  the  conditions  of  con¬ 
valescence,  pregnancy,  lactation,  infancy, 
allergic  hypersensitivity  to  food,  under¬ 
weight,  overweight,  diabetes  mellitus,  or 
the  need  to  control  the  intake  of  sodium: 

(b)  Supplying  a  vitamin,  mineral,  or 
other  dietary  property  for  use  by  man  to 
supplement  his  diet  by  increasing  the 
total  dietary  intake. 

(c)  Supplying  a  special  dietary  need  by 
reason  of  being  a  food  for  use  as  the  sole 
item  of  the  diet.  (Mickelsen,  Tr.  2508: 
WD-G-Ross,  Q&A  55,  56;  WD-G-Moses, 
Q&A  17-19) 

3.  To  fully  inform  the  purchaser  of  the 
product’s  value  for  such  use,  the  label  of 
a  food  for  a  special  dietary  use  should 
bear  a  statement  of  usefulness  consisting 
of  a  list  of  the  dietary  properties  upon 
which  the  special  use  is  based.  (Groll- 
man,  Tr.  1766;  Hodges,  Tr.  2969-70; 
Mickelsen,  Tr.  2518-19;  WD-G-Moses, 
Q&A  33)  Many  dietary  supplements 
include  named  ingredients  which  are  of 
no  value  as  supplements  to  the  human 
diet.  (Grollman,  Tr.  1626,  1675-77,  1707, 
Exhibit  P-125,  Mickelsen.  Tr.  2464-65, 
Exhibit  P-172,  2469,  Exhibit  P-173, 
Hodges,  Tr.  2933,  Exhibit  P-179,  2936, 
Exhibit  P-180,  Herbert,  Tr.  9891,  Exhibit 
P-113,  9899,  Exhibit  P-468,  Swain,  Tr. 
185-191,  213,  220,  221,  223,  229-231,  255, 
264,  269,  336,  397,  442,  447,  455,  469, 
475,  476,  487,  Weissenberg,  Tr.  8761, 
6402,  5949,  Exhibit  P-576,  P-591)  How¬ 
ever,  many  consumers  will  purchase 
such  products  with  long  lists  of  ingre¬ 
dients,  believing  them  to  be  of  better 
value  than  products  with  a  lesser 
number  of  ingredients.  (WD-G-Per- 
loff,  Q&A  38-41;  Exhibit  P-1151, 
page  B9).  Such  consumers  believe  that 
if  an  ingredient  is  listed,  it  must 
significantly  contribute  to  the  value 
of  the  product  as  a  dietary  supplement. 


1  The  abbreviations  In  the  citations  are : 

Tr. — For  transcript  pages  of  the  hearing. 

p. — For  exhibits  Introduced  by  the  Govern¬ 
ment,  the  proponent. 

O. — For  exhibits  Introduced  by  opponents. 

WD-G — For  written  direct  testimony  by  a 
witness  for  the  Government. 

WD  3A — For  written  direct  testimony  by  a 
witness  for  the  designated  opponent  (e  g., 
“3A") . 

Q.  &  A. — Question  and  answer. 


RULES  AND  REGULATIONS 

( WD-G-Perloff ,  Q&A  18,  19;  Exhibit 
P-737)  The  label  of  a  dietary  supple¬ 
ment,  as  a  food  for  special  dietary  use, 
should  bear  a  statement  of  usefulness 
consisting  of  a  list  of  the  nutrient  in¬ 
gredients  which  provide  the  special  use 
characteristics.  The  list  of  such  ingredi¬ 
ents  should  be  limited  to  those  which  are 
of  significant  value  and  need  in  human 
nutrition  as  components  of  dietary  sup¬ 
plements.  (Grollman,  Tr.  1766;  Hodges, 
Tr.  2969-2970;  Mickelsen,  Tr.  2518-2520; 
WD-G-Moses,  Q&A  33;  WD-C-Ross, 
Q&A  59-61) 

4.  It  is  scientifically  inaccurate  to  list 
a  dietary  property  of  a  food  for  special 
dietary  use  that  is  of  no  significance  in 
human  nutrition,  and  listing  of  dietary 
properties  should  be  limited  to  ingredi¬ 
ents  of  significant  value  and  need  in 
human  nutrition.  (WD-G-Ross,  Q&A 
59-61;  Grollman,  Tr.  1766;  Mickelsen, 
Tr.  2518-19;  Hodges,  Tr.  2969-70) 

5.  In  addition  to  statements  on  the 
container  label  of  a  food  for  special 
dietary  use  it  is  necessary  to  consider 
the  label  in  its  entire  setting  including 
statements  made  in  the  labeling,  promo¬ 
tional  material,  and  advertising  for  such 
food,  to  determine  whether  the  label 
bears  a  statement  concerning  properties 
of  the  food  which  are  of  no  significance 
in  human  nutition.  (WD-G-Perloff, 
Q&A  10, 16, 17;  WD-G-Swanson,  Q&A  50; 
WD-G-Ross,  Q&A  61;  Section  201  (n), 
FDCA) 

6.  The  term  “minimum  daily  require¬ 
ment”  was  adopted  by  the  Food  and  Drug 
Administration  in  1940  as  a  means  of 
fully  informing  consumers  about  vita¬ 
mins  and  minerals  in  food  for  special 
dietary  uses.  (Boehne,  Tr.  2702-03; 
Swain,  Tr.  170)  The  term  “minimum 
daily  requirements,”  as  it  has  been  used 
since  1940,  in  the  labeling  and  promo¬ 
tional  material  for  foods  with  special 
dietary  uses  has  led  to  some  confusion 
among  consumers.  Consumers  believe 
that  the  “minimum”  requirements  may 
be,  or  may  nearly  be,  inadequate  in  terms 
of  the  nutrient  content  provided. 
(Boehne,  Tr.  2704;  Weissenberg,  Tr.  5891, 
7734,  8783;  WD-G-Gullberg,  Q&A  20; 
WD-G-Perloff,  Q&A  35,  37;  Exhibit 
P-737)  The  continued  existence  of  the 
term  “minimum  daily  requirement”  has 
led  to  the  production,  promotion,  and 
sale  of  a  variety  of  dietary  supplements, 
that  contain  large  multiples  of  the  mini¬ 
mum  daily  requirements  for  vitamins 
and  minerals,  and  by  far  exceed  the 
adequate  human  total  daily  dietary  re¬ 
quirements  for  these  nutrients.  (Boehne, 
Tr.  2739;  Grollman,  Tr.  1682  (Exhibit 
P-84),  1685  (Exhibit  P-85) ;  Hodges,  Tr. 
2933-37  (Exhibit  P-181),  2939-40;  Her¬ 
bert,  Tr.  9898  (Exhibit  P-232),  9899-9901 
(Exhibit  P-468);  Mickelsen,  Tr.  2448 
(Exhibit  P-167) ;  Hodges,  Tr.  2942  (Ex¬ 
hibit  P-183);  Swain,  Tr.  171-175,  ISO- 
182 ;  Weissenberg,  Tr.  8760  (Exhibit 
P-575,  P-583) ) 

7.  It  will  prove  beneficial  to  consumers 
and  simplify  the  task  of  consumer  educa¬ 
tion  to  provide  for  use  of  the  term  “rec- 
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ommended  daily  allowance”  (RDA)  as  a 
substitute  for  “minimum  daily  require¬ 
ment”  (MDR) .  (Sebrell,  Tr.  26181;  WD- 
G-Gullberg,  Q&A  21) 

8.  The  “Recommended  Dietary  Allow¬ 
ances,”  revised  periodically  by  the  Food 
and  Nutrition  Board  of  the  National  Re¬ 
search  Council,  National  Academy  of 
Sciences,  represent  established  nutrient 
levels  that  are  quantitatively  high 
enough  to  provide  for  the  adequate  in¬ 
take  of  essential  nutrients  under  the 
wide  variety  of  conditions  that  exist  in 
this  country  for  essentially  all  of  the  nor¬ 
mal  healthy  persons  in  the  United  States. 
Furthermore,  these  levels  are  reviewed, 
discussed,  and  accepted  by  numerous 
scientists  and,  therefore,  are  considered 
to  be  extremely  reliable.  (Hodges,  Tr. 
2880,  2919,  2964-65;  Grollman,  Tr.  1670, 
1763;  Mickelsen,  Tr.  2438-39;  Herbert 
Tr.  9865-67;  WD-G-Harrison,  Q&A 
23;  Schweigert,  Tr.  8257,  8260;  WD-G- 
Gullberg,  Q&A  19;  Exhibit  P-651; 
Sebrell,  Tr.  26,  181) 

9.  Publication  No.  1694  of  the  National 
Academy  of  Sciences  entitled  “Recom¬ 
mended  Dietary  Allowances,  Seventh  Re¬ 
vised  Edition,  1968,  A  Report  of  the  Food 
and  Nutrition  Board,  National  Research 
Council,”  and  subsequent  editions,  should 
be  used  as  the  source  of  authentic  and 
reliable  information  on  which  to  base 
recommended  dally  allowances  of  nutri¬ 
ents.  ( WD-3 A-Sebrell,  Q&A  9,  10,  18,  19, 
Tr.  26181;  Hodges,  Tr.  2917;  Herbert,  Tr. 
9865;  WD-G-Harrison,  Q&A  14,  23,  26, 
27;  WD-G-Ross,  Q&A  65) 

10.  Recommended  dietary  allowances 
adapted  from  publication  No.  1694  of  the 
National  Academy  of  Sciences  are  suf¬ 
ficiently  above  the  average  requirement 
for  particular  nutrients  to  cover  the 
needs  of  between  95  percent  and  99  per¬ 
cent  of  the  normal  healthy  population. 
(Hodges,  Tr.  7083;  WD46-01sen,  page 
7,  Tr.  29466-67;  Jukes,  Tr.  28688;  Briggs, 
Tr.  28761;  Mayer,  Tr.  28865-66;  Stokstad, 
Tr.  26742;  Goodhart,  Tr.  30169-70;  Stare, 
Tr.  29280;  WD-G-Ross  P-5) 

11.  The  essential  vitamins  are:  Vita¬ 
mins  A,  C  (ascorbic  acid),  D,  E,  K,  Bi 
(thiamine),  B3  (riboflavin),  niacin,  vita¬ 
min  Bo,  folic  acid  (folacin) ,  pantothenic 
acid,  vitamin  B,2.  biotin,  and  choline. 
( WD3 A-Sebrell,  Q&A  4;  WDG-Harri- 
son,  Q&A  20) 

12.  The  essential  mineral  nutrients 
are:  Calcium,  chlorine,  iron,  magnesium, 
phosphorus,  potassium,  sodium,  sulfur, 
copper,  fluorine,  iodine,  manganese,  and 
zinc.  (WD3 A-Sebrell,  Q&A  4) 

13.  The  values  for  vitamins  and  min¬ 
erals  in  the  table  entitled  “Recommended 
Daily  Dietary  Allowances,”  in  publication 
No.  1694  of  the  National  Academy  of 
Sciences,  and  values  for  essential  nutri¬ 
ents  derived  from  sections  in  the  text 
wThen  no  values  are  given  in  the  afore¬ 
mentioned  table,  may  be  used  as  a  basis 
for  fully  informing  the  purchaser  of  the 
nutrient  value  of  a  food  for  special  diet¬ 
ary  use.  A  reasonable  and  scientifically 
accurate  adaptation  of  the  table  and  text 
referred  to  above  reads  as  follows: 
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Adults  and 

Unit  of  Children  under  children  4  or  Pregnant  or 

Vitamins  &  minerals  measurement  Infants  4  years  of  age  more  years  lac  tat  i  tig 

of  age  women 


Vitamin  A . . 

...  International 
units. 

1,500 

2,500 

6,000 

8,000 

Vitamin  D . 

. do . . 

400 

460 

400 

400 

Vitamin  E . . 

. . do . . 

5 

10 

30 

30 

Vitamin  C . . 

...  Milligrams _ _ 

35 

40 

60 

60 

Folic  acid . . 

. . do . 

0.1 

0.2 

0.4 

0.8 

Thiamine . . 

. do . . 

0.5 

0.7 

1.5 

1.7 

Kiboflavin . . 

. do . . 

0.6 

0.8 

1.7 

2.0 

Niacin . 

. do . . 

8 

9 

20 

20 

Vitamin  Bb . . 

. do . . 

0.4 

0.7 

2.0 

2.5 

Vitamin  Bis . 

...  Micrograms... 

2 

2 

6 

8 

Biotin . . . 

...  Milligrams... 

0.05 

0.15 

0.30 

0.30 

Pantothenic  acid . 

. do . 

3 

3 

10 

10 

Calcium . 

...  Grams . . 

0.6 

0.8 

1.0 

1.3 

Phosphorus . 

. do . . 

0.5 

0.8 

1.0 

1.3 

...  Micrograms _ 

45 

70 

150 

150 

...  Milligrams _ 

15 

10 

18 

18 

Magnesium . 

. do _ 

70 

200 

400 

450 

Copper . 

. do . 

0.6 

1.0 

2.0 

2.0 

Zinc... . 

. do . 

5 

8 

15 

15 

(W D-3A-Sebrell,  QAA  16;  Lowe,  Tr.  12568  70) 

14.  There  are  scientific  and  medical 
justifications  for  selecting  an  age  sepa¬ 
ration  at  under  4  years  of  age  for  the 
purpose  of  establishing  a  basis  for  dietary 
supplements.  (WD-33-Krehl,  pages  5-8; 
WD-33-Emerson,  pages  4-5;  WD-43- 
Filer,  page  21)  The  recommended  daily 
dietary  allowance  of  the  Food  and  Nu¬ 
trition  Board,  NAS-NRC,  for  2-  to  3- 
year  olds  can  safely  be  used  by  infants 
and  1-  to  2-year  olds,  and  the  maximum 
values  for  the  under-4-years-old  group 
can  be  used  for  all  infants  and  children 
under  4  years  of  age.  (WD-33-Krehl, 
pages  6-7;  Tr.  2,  877-8,  Hodges;  WD-43- 
Graham;  and  WD-43-Filer,  page  21) 

15.  There  are  demonstrable  distinc¬ 
tions  among  the  nutritional  requirements 
of  infants  and  young  children,  and  preg¬ 
nant  or  lactating  women,  as  compared  to 
the  nutritional  requirements  of  adults. 
(Michelsen,  Tr.  2424-2427 ;  Grollman,  Tr. 
1665;  Hodges,  Tr.  2877-2878;  Herbert, 
Tr.  9944;  WD-3A-Sebrell,  Q&A  15,  16, 
19,  and  28;  WD-G-Ross,  Q&A  23,  Boehne, 
Tr.  2741-2759) 

16.  The  label  of  a  food  purported  or 
represented  to  be  for  special  dietary  use 
by  reason  of  its  vitamin  or  mineral  prop¬ 
erties,  should  bear  a  statement  revealing 
the  proportion  or  percentage  of  the  rec¬ 
ommended  daily  allowance  of  the  par¬ 
ticular  vitamins  or  minerals  contained 
in  a  specified  quantity  of  the  product 
when  consumed  during  a  period  of  1  day. 
This  is  both  reasonable  and  necessary 
for  an  intelligent  scientific  evaluation  of 
the  article.  (Herbert,  Tr.  9944-5;  Groll¬ 
man,  Tr.  1762;  Hodges,  Tr.  2964-6;  WD- 
G-Ross,  Q&A  63;  Michelsen,  Tr.  2635-7) 
~  17.  When  a  food  is  purported  or  repre¬ 
sented  to  be  for  special  dietary  use  be¬ 
cause  of  certain  vitamin  or  mineral 
properties,  and  is  offered  for  use  by  more 
than  one  of  the  groups  for  which  the 
recommended  daily  allowances  for  the 
vitamins  and  minerals  are  set,  it  then 
becomes  necessary  to  state  the  percent 
or  proportion  of  the  recommended  daily 
allowances  for  each  group  separately. 
(Herbert,  Tr.  9945-6;  WD-G-Gullberg, 
Q&A  17;  Hodges,  Tr.  2966-7) 

18.  It  makes  no  difference  from  a  sci¬ 
entific  point  of  view  when  the  proportion 
of  the  recommended  dally  allowance 
amounts  to  a  whole  number  and  a  frac¬ 


tion,  if  the  fraction  is  discarded.  (Her¬ 
bert,  Tr.  9946) 

19.  The  term  “artificial  sweetener” 
means  a  sweetening  substance  not  used 
in  normal  metabolism  as  a  source  of 
calories.  (WD-G-Levine,  Q&A  75-77,  81; 
WD-G-Ricketts,  Q&A  34-35,  39) 

20.  Occasionally,  in  the  manufacturing 
of  foods  not  intended  for  special  dietary 
uses,  it  is  possible  to  achieve  certain  food 
characteristics  only  through  the  use  of 
an  artificial  sweetener  as  a  constituent 
of  the  food.  When  this  situation  exists, 
it  is  reasonable  to  consider  the  use  of  the 
artificial  sweetener  in  such  a  food  not  to 
be  for  the  purpose  of  reducing  or  main¬ 
taining  body  weight,  or  for  use  in  the 
diet  of  diabetics :  Provided,  That  no  label 
reference  is  made  to  the  caloric  reduc¬ 
tion  or  presence  of  the  artificial  sweet¬ 
ener  in  the  food,  other  than  the  simple 
listing  of  the  artificial  sweetener  as  an 
ingredient.  (WD-G-Moses,  Q&A  21,  23- 
31;  WD-G-Levine,  Q&A  213,  214) 

21.  For  the  purposes  of  dietary  evalu¬ 
ation  and  nutritional  characteristics  an 
infant  should  be  considered  to  be  a  per¬ 
son  12  months  of  age  or  less.  (Mickelsen, 
Tr.  2511;  Lowe,  Tr.  12.  568-70) 

22.  The  term  “serving”  means  that 
reasonable  quantity  of  food  suitable  for 
or  practicable  of  consumption  as  a  part 
of  a  meal  by  an  adult  male  engaged  in 
light  physical  activity,  or  by  an  infant 
or  child  wrhen  the  article  purports  or  is 
represented  to  be  for  infant  feeding  or 
child  consumption.  ( WD-G-Dawson, 
Q&A  17-20;  Mickelsen,  Tr.  2514,  Exhibit 
P-718,  P-723;  WD-G-Gullber g ,  Q&A  42, 
43;  WD-G-Ross,  Q&A  57) 

23.  Among  dietitians  and  nutritionists 
it  is  customary  to  describe  quantities  of 
foods  in  units  of  measure  thought  to  be 
readily  understood  by  consumers  such  as 
teaspoonfuls,  tablespoonfuls,  cupfuls,  and 
slices.  (WD-G-Dawson,  Q&A  21;  WD- 
G-Gullberg,  Q&A  42;  WD-G-Ross,  Q&A 
58;  Mickelsen,  Tr.  2514) 

24.  The  standard  measuring  cup  is  8 
fluid  ounces  or  approximatefy  240  milli¬ 
liters.  A  tablespoonful  is  the  equivalent 
of  3  teaspoonfuls,  approximately  one- 
half  fluid  ounce,  or  about  15  milliliters. 
A  teaspoon  holds  one-sixth  fluid  ounce  or 
about  5  milliliters.  (WD-G-Dawson,  Q&A 
22-25;  WD-G-Gullberg,  Q&A  44-47,  49) 


25.  Persons  suffering  from  diabetes 
mellitus  are  known  as  “diabetics.”  (WD- 
G-Ricketts,  Q&A  85 ;  WD-G-Levine,  Q&A 
171;  Exhibit  P-1082) 

26.  There  is  no  nutritional  difference 
between  a  vitamin  provided  by  a  syn¬ 
thetic  source  and  the  same  vitamin  pro¬ 
vided  by  a  natural  source,  but  the  natural 
source  may  contain  other  ingredients 
which  may  limit  the  absorbability  of  the 
vitamin  provided  by  the  natural  source. 
(Herbert,  Tr.  9937-38,  9984,  10050) 

27.  A  large  number  of  dietary  supple¬ 
ments  on  our  domestic  market  advertise 
or  otherwise  call  attention  to  the  claim 
that  their  ingredients  are  “natural”  or 
derived  from  “natural  sources.”  (Swain, 
Tr.  234-477;  Weissenberg,  Tr.  6554-56, 
8757-58;  Exhibit  P-35,  P-40-43,  P-54, 
P-66-68,  P-70,  P-74) 

28.  More  than  half  of  the  people  in 
the  United  States  are  likely  to  choose 
foods  for  special  dietary  uses  that  con¬ 
tain  ingredients  described  as  “natural” 
or  derived  from  “natural  sources”  in  the 
belief  that  “natural”  foods  are  superior 
to  “synthetic  foods.”  (P-1151,  pages 
B10-11,  Q  16.  Q  16a,  Q  16b;  WD-G- 
Perloff,  A  44,  45,46,  49) 

29.  For  a  considerable  time,  the  label¬ 
ing,  promotion,  and  advertising  of  vari¬ 
ous  foods  offered  for  special  dietary  uses 
have  contained  statements  claiming  or 
suggesting  that  these  products  were  ade¬ 
quate  or  effective,  by  virtue  of  their 
vitamin  or  mineral  content,  for  the  treat¬ 
ment,  prevention,  or  mitigation  of  a  large 
variety  of  diseases  and  symptoms. 
(Swain,  Tr.  153,  157-8,  192-3,  199-200, 
212-3,  224-5,  239,  254,  255,  264-72,  276-7, 
286,  288-9,  314,  352,  354-6,  379,  385,  394, 
396,  443-6,  453,  469-71,  478,  487-9;  Weis¬ 
senberg,  Tr.  5819,  5980,  6017,  6027,  6049, 
6152,  6193,  6347,  6416,  6436,  6443,  6450) 

30.  There  is  no  rationale  for  allowing 
or  encouraging  the  promotion  and  sale 
of  dietary  supplements  of  vitamins  and/ 
or  minerals  to  the  general  American  pop¬ 
ulation  for  the  purpose  of  treating,  pre¬ 
venting,  or  curing  diseases  or  symptoms. 
To  the  contrary,  there  is  ample  reason  to 
discourage  such  methods  of  promoting 
foods  for  special  dietary  use.  (Grollman, 
Tr.  1771-2;  Mickelsen,  Tr.  2520;  Schwei- 
gert,  Tr.  8233-4;  Herbert,  Tr.  9961;  WD- 
G-Ross,  Q&A  62;  Hodges,  Tr.  2994-5; 
Thiessen,  Tr.  26,755-6;  Briggs,  Tr.  28,- 
750-1;  Unglaub,  Tr.  28,942-3;  Waller- 
stein,  Tr.  28,986-90;  Mayer,  Tr.  28,868, 
28,892-8;  Gershoff,  Tr.  29,108-9) 

31.  Lay  persons  are  incapable  of  de¬ 
termining,  by  themselves,  whether  they 
have,  or  are  likely  to  develop,  vitamin  or 
mineral  deficiencies.  (Grollman,  Tr. 
1771-2,  1782;  Herbert,  Tr.  9961,  9979-80, 
10,029;  Unglaub,  Tr.  28,942;  Wallerstein, 
Tr.  28,989;  Hodges.  Tr.  2994-5;  Mickel¬ 
sen,  Tr.  2520;  Mayer,  Tr.  28,892-3) 

32.  Since  there  are  persons  in  the 
United  States  who  are  receptive  to  the 
suggestions  that  human  ailments,  to  a 
great  degree,  can  be  prevented,  treated, 
and  cured  by  using  vitamins  and  min¬ 
erals,  it  is  clear  that  representations  or 
suggestions  that  certain  symptoms,  ail¬ 
ments,  or  diseases  result  from  failure  to 
ingest  adequate  amounts  of  vitamins  and 
minerals  will  lead  substantial  numbers 
of  the  population  to  conclude  that  they 
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must  buy  dietary  supplements  or  other 
foods  promoted  for  their  vitamin  or  min¬ 
eral  qualities  in  order  to  prevent,  cure, 
or  treat  certain  diseases  or  symptoms. 
(WD-G-Perlcff,  Q&A  23-5;  Weissenberg, 
Tr.  7738-9,  8474-7;  WD-G-Gullberg; 
Q&A  14) 

33.  Literally  true  and  scientifically 
accurate  statements  concerning  the  ulti¬ 
mate  physiological  result  of  vitamin  or 
mineral  deficiencies  can  mislead  when 
made  in  connection  with  foods  offered 
for  special  dietary  use  based  upon  their 
vitamin  or  mineral  content.  (Mayer,  Tr. 
28892-3;  Gershoff,  Tr.  29120) 

34.  Vitamin  or  mineral  deficiencies  are 
unrelated  to  the  great  majority  of  symp¬ 
toms  like  tiredness,  nervousness,  and  rim- 
down  condition.  (Herbert,  Tr.  10029) 

35.  When  consumers  read  a  label, 
promotional  material,  or  advertising 
wherein  a  literally  true  statement  is 
made,  e.g.,  “Night  blindness  is  caused 
by  a  lack  of  vitamin  A,”  they  may  fre¬ 
quently  conclude  that  the  symptom  will 
appear  in  them  unless  they  use  the  prod¬ 
uct  being  promoted,  or,  on  the  basis 
that,  even  though  they  may  not  suffer 
from  the  specific  symptoms  described, 
the  product  will  be  generally  good  for 
improving  their  vision.  (WD-G-Perloff, 
Q&A  30-31) 

36.  Vitamin  and  mineral  deficiency  are 
considered  to  be  abnormal  conditions 
resulting  from  inadequate  consumption, 
absorption,  transport,  or  utilization  of 
one  or  more  essential  vitamins  or  min¬ 
erals.  The  conditions  are  characterized 
by  specific  clinical  signs,  symptoms,  and/ 
or  abnormalities  observed  in  biochemical 
tests,  and  used  together  by  physicians 
to  establish  the  diagnosis.  The  term  “sub- 
clinical”  and  similar  ill-defined  terms 
when  used  to  refer  to  vitamin  or  mineral 
deficiencies,  in  the  labeling  of  foods  for 
special  dietary  use,  are  neither  informa¬ 
tive  nor  meaningful  to  consumers.  (Mick- 
elsen,  Tr.  2537-9;  WD-G-Schaefer,  Q&A 
23,  32-7;  Herbert.  Tr.  9880-5,  9984-5; 
Hodges,  Tr.  2993-4,  3025;  Grollman,  Tr. 
2023, 2252) 

37.  Scientifically  it  is  inaccurate  to 
state  that  the  quality  of  soil  in  the  United 
States  causes  abnormally  low  concentra¬ 
tions  of  vitamins  or  minerals  in  the  food 
supply  produced  in  this  country.  (Alla¬ 
way,  Tr.  12,  109;  Herbert,  Tr.  10,003) 

38.  There  is  no  relationship  between 
the  vitamin  content  of  foods  and  the 
chemical  composition  of  the  soil  in  which 
they  are  grown.  (Allaway,  Tr.  12,061, 
10-063;  Mickelsen,  Tr.  2620) 

39.  Mineral  nutrients  in  foods  are  not 
significantly  affected  by  storage,  trans¬ 
portation,  cooking,  and  other  processing. 
(Schweigert,  Tr.  8200,  8223-4;  Mickelsen, 
Tr.  2621) 

40.  While  some  vitamins  are  susceptible 
to  partial  destruction  through  the  effects 
of  heat,  light,  oxidation,  and  other  physi¬ 
cal  and  chemical  reactions  (Schweigert, 
Tr.  8200-8223) ,  loss  of  nutrients  from  the 
ordinary  effects  of  cooking,  processing, 
transportation,  and  storage  have  not  sig¬ 
nificantly  impaired  the  nutritional  qual¬ 
ities  of  food  in  the  United  States.  There 
is  no  need  or  scientific  Justification  for 
recommending,  for  example,  the  routine 


use  of  dietary  supplements  of  vitamins 
and  minerals  to  offset  losses  that  occur 
as  a  result  of  these  processes.  (Schwei¬ 
gert,  Tr.  8227-8,  8231;  Mickelsen,  Tr. 
2527,  2642;  Herbert,  Tr.  9869-70) 

41.  It  is  reasonable  to  prohibit  repre¬ 
sentation  or  suggestions  in  labeling,  pro¬ 
motional  material,  or  advertising  of  foods 
offered  for  special  dietary  use  based  on 
vitamin  and  mineral  qualities,  that  imply 
that  a  dietary  deficiency  of  vitamins  or 
minerals  exists  or  is  threatened  in  the 
United  States  by  virtue  of  loss  of  nutri¬ 
ents  which  occur  from  processing,  trans¬ 
portation,  storage,  and  cooking.  (Schwei¬ 
gert,  Tr.  8233-4) 

42.  Table  salt  has  been  fortified  with 
iodine  in  the  United  States  for  many 
years.  The  usual  level  of  fortification 
with  potassium  iodide  is  0.01  percent  by 
weight,  which  is  equivalent  to  0.0076  per¬ 
cent  iodine  (or  about  0.01  percent  io¬ 
dine)  .  This  is  commonly  known  as  iodized 
salt.  (Boehne,  Tr.  2777-8;  Herbert,  Tr. 
9948) 

43.  There  is  no  necessity  for  iodized 
salt  to  contain  on  its  label  a  statement 
of  the  percent  or  proportion  of  the  rec¬ 
ommended  daily  allowance  for  iodine 
provided  in  a  specified  serving,  partic¬ 
ularly  since  there  is  no  specific  serving 
size  for  salt  and  it  is  used  in  widely  vary¬ 
ing  quantities.  (Herbert,  Tr.  9948;  WD- 
G-Dawson,  Q&A  29) 

44.  The  use  of  dietary  supplements  of 
vitamins  and  minerals  to  ensure  against 
a  specific  inadequacy  of  intake  of  these 
nutrients  is  a  function  clearly  distin¬ 
guished  from  the  use  of  vitamin  and 
mineral  preparations  for  therapeutic 
purposes  by  the  administration  of  large 
amounts  of  specific  nutrients  for  the  cor¬ 
rection  of  disorders  in  humans,  and  the 
same  product  should  not  be  used  for  both 
functions.  (Grollman,  Tr.  1680-82;  Her¬ 
bert,  Tr.  9896;  Hodges,  Tr.  2937-40, 
2970-71;  WD-G-Harrison,  Q&A  22;  WD- 
3A-Sebrell,  Q&A  44;  WD-G-Schaefer, 
Q&A  36,  37). 

45.  It  is  often  impractical  to  supply 
the  iron  needs  of  adult  women  with  con¬ 
ventional  foods,  and  iron  supplementa¬ 
tion  is  often  advisable.  (WD-3A-Sebrell, 
p.  17,  Tr.  26088-89;  Hodges,  Tr.  3068-69; 
WD-46-Olson,  pp.  10-11;  WD-46-Wal- 
lerstein,  pp.  12-13;  WD-46-White,  pp.  13- 
14;  WD-46-Schwartz,  pp.  6-7;  WD-46- 
Margen,  p.  7,  Tr.  28713-14;  Exhibit 
P-651,  p.  59).  Many  women  of  child¬ 
bearing  age,  particularly  Including  those 
who  are  pregnant,  ingest  inadequate 
amounts  of  iron  in  the  diets  which  they 
consume  (WD-46-Mayer,  pp.  14-17; 
Hodges,  Tr.  6738;  WD-65-Vitale,  p.  5, 
Tr.  31914;  WD-46-Unglaub,  p-30;  WD- 
46-Schwartz,  pp.  6-10;  WD-46-Waller- 
stein,  pp.  9,  11-12,  Tr.  28976;  WD-46- 
Olson,  p.  11;  WD-46-Margen,  p.  10; 
Goodhart,  Tr.  30179;  WD-46-Briggs, 
p.  27;  WD-46-White,  pp.  12-14;  Krehl, 
Tr.  27218-19;  Exhibit  P-651,  pp.  58-59). 
The  iron  intake  of  many  adolescent  girls 
and  menstruating  women  is  10  milli¬ 
grams  or  less  each  day.  This  value  is  con¬ 
sistent  with  the  1,500  to  2,000  calorie  diet 
of  sedentary  women.  In  addition,  the 
iron  requirements  of  infancy  and  of  the 
latter  half  of  pregnancy  are  clearly  in 


excess  of  what  may  be  obtained  from  a 
conventional  unfortified  diet.  (Exhibit 
0-612-46,  pp.  120-121). 

46.  Since  the  early  1940’s,  and  con¬ 
tinuing  to  the  present  time,  certain  label¬ 
ing,  promotion,  advertising,  and  lay 
literature  concerning  dietary  supple¬ 
ments  of  vitamins  and  minerals  and 
other  foods  offered  for  special  dietary 
uses  based  on  their  vitamin  and/or  min¬ 
eral  qualities  has  repeatedly  represented 
that  ordinary  foods  are  incapable  of  sup¬ 
plying  adequate  amounts  of  vitamins  and 
minerals  to  meet  human  needs.  (Weis¬ 
senberg,  Tr.  6560-61,  6571-72,  6304,  6358, 
6375,  6447-50,  6579)  Individual  case 
determinations  have  shown  that  the  use 
of  this  theme  in  the  labeling  of  foods  for 
special  dietary  uses  is  false  and  mislead¬ 
ing.  (Exhibit  P-670,  670(a),  671) 

47.  These  regulations  interpret  and 
apply  sections  403  (a)  and  (j),  by  pre¬ 
scribing  requirements  for  label  informa¬ 
tion  necessary  in  order  fully  to  inform 
purchasers  of  the  value  of  foods  for  spe¬ 
cial  dietary  uses,  and  to  prevent  false  or 
misleading  labeling  for  foods.  Neither  the 
findings  of  fact  nor  the  regulations  relate 
to  or  affect  vitamin-mineral  products 
which  are  classified  as  “drugs”.  It  is  the 
intent  of  the  Food  and  Drug  Administra¬ 
tion  that  the  safety,  effectiveness,  and 
labeling  of  OTC  vitamin-mineral  drugs 
be  determined  through  the  separate  OTC 
drug  review  for  vitamin-mineral  drugs  as 
provided  in  21  CFR  130.301.  The  OTC 
vitamin -mineral  drug  review  will  make 
its  own  independent  inquiry  on  these 
matters. 

Conclusions  of  Law 

A.  With  respect  to  §  125.1  Definitions 
and  interpretations  of  terms: 

The  Commissioner  has  carefully  re¬ 
viewed  the  history  of  the  “special 
dietary”  designation  for  foods  to  which 
nutrients  have  been  added.  At  the  time 
the  original  regulations  relating  to  “spe¬ 
cial  dietary"  foods  were  being  developed, 
it  appeared  reasonable,  on  the  basis  of 
nutrition  knowledge,  to  classify  fortified 
foods  as  special,  and  to  require  labeling 
under  21  CFR  Part  125.  Over  the  years 
the  science  of  nutrition  has  moved  for¬ 
ward,  and  the  general  requirement  for 
nutrients,  on  a  daily  basis,  have  been 
better  established.  In  addition,  foods  of 
all  kinds  are  recognized  as  the  preferred 
source  of  nutrients.  The  majority  of 
those  foods  categorized  as  “special 
dietary  foods”  in  the  past  for  purposes 
of  requiring  nutrient  labeling  are  in  fact 
intended  for  consumption  by  the  general 
population  as  conventional  foods. 

The  development  of  general  nutrition 
labeling  regulations,  available  for  use  on 
all  foods,  has  become  of  primary  concern 
to  all  consumers,  because  of  the  ever  in¬ 
creasing  complexity  of  the  conventional 
food  supply.  The  use  of  the  special 
dietary  labeling  under  21  CFR  Part  125 
for  conventional  foods  with  added  nutri¬ 
ents  can  no  longer  be  considered  ade¬ 
quate  to  provide  the  consumer  with  a 
complete  understanding  of  proper  use  of 
such  foods  in  the  diet.  The  Commis¬ 
sioner  has,  therefore,  established  that 
nutrition  labeling  (21  CFR  1.17)  is  the 
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required  form  of  labeling  for  foods  with 
added  nutrients,  or  for  which  the  manu¬ 
facturer  makes  nutritional  claims  or 
provides  nutrition  information  on  the 
label  or  in  the  labeling  or  advertising. 

It  is  recognized  that  high  levels  of 
nutrient  additions  may  occur  for  which 
labeling  for  special  dietary  uses  is  ap¬ 
propriate.  Thus,  a  relationship  between 
nutrition  labeling  (21  CFR  1.17)  and  the 
standard  of  identity  for  dietary  supple¬ 
ments  (21  CFR  80.1)  has  been  estab¬ 
lished.  providing  that  food  with  nutrients 
added  up  to  levels  of  50  percent  of  the 
U.S.  Recommended  Daily  Allowance 
(U.S.  RDA)  will  be  labeled  under  21 
CFR  1.17,  and  that  food  with  nutrients 
added  at  levels  between  50  percent  and 
150  percent  of  the  U.S.  RDA  or  greater 
will  be  subject  to  the  provisions  of  21 
CFR  80.1  and  labeled  under  21  CFR  1.17. 

Within  4  broadly  defined  groups  (in¬ 
fants,  children  under  4  years  of  age, 
adults  and  children  4  or  more  years  of 
age,  and  pregnant  or  lactating  women) 
values  can  be  selected  from  the  almost 
390  RDA  values,  as  well  as  information 
on  the  needs  of  each  group  for  4  nutrients 
for  which  there  are  no  RDA’s.  In  order 
to  provide  the  consumer  meaningful 
labeling  it  is  necessary  to  provide  a  sin¬ 
gle  level  of  RDA  values  for  each  of  the 
above  groups. 

Selection  of  reasonable  values  for 
labeling  purposes  was  done  primarily  by 
choosing  the  highest  RDA  value  for  each 
of  the  three  groups.  This  was  done  so 
that  the  needs  of  all  individuals  in  the 
age  group  would  be  included,  recogniz¬ 
ing  that  the  needs  of  many  would  be  sur¬ 
passed  by  the  selected  value.  Since  there 
is  no  danger  to  health  inherent  in  this 
approach,  and  it  does  not  significantly 
affect  the  traditional  concept  of  teaching 
consumers  about  the  nutrient  contribu¬ 
tion  of  specific  foods,  the  selection  w-hich 
is  made  is  reasonable  for  the  purpose 
stated. 

The  Commissioner  realizes  that  legal 
challenge  may  be  brought  against  the 
new  approach  to  nutrition  labeling  in 
21  CFR  1.17.  If  21  CFR  1.17  is  found 
invalid  for  any  reason  it  will  be  neces¬ 
sary  to  resume  the  labeling  of  foods  with 
added  nutrients,  or  for  which  nutri¬ 
tional  claims  are  made,  under  21  CFR 
Part  125.  The  Commissioner  is  therefore 
keeping  the  record  on  this  portion  of  the 
hearing  open,  for  this  limited  purpose,  in 
the  event  that  it  becomes  necessary  to 
amend  this  final  order  or  to  issue  a 
supplemental  final  order  to  provide  for 
labeling  of  this  type  pursuant  to  21  CFR 
Part  125  in  lieu  of  21  CFR  1.17. 

Accordingly,  the  Commissioner  con¬ 
cludes,  based  on  the  foregoing  state¬ 
ment  in  conjunction  with  the  findings  of 
facts  herein  published,  that: 

1.  It  is  reasonable  and  necessary,  in 
order  to  fully  inform  purchasers  of  the 
value  of  foods  for  special  dietary  uses,  to 
define  “special  dietary  use”  as  set  forth 
in  §  125.1(a). 

2.  It  is  reasonable  and  necessary,  in 
order  to  fully  inform  purchasers  of  the 
value  of  foods  for  special  dietary  uses, 


to  establish  “recommended  daily  allow¬ 
ances”  for  essential  nutrients  as  set  forth 
in  §  125.1(b). 

3.  The  “recommended  daily  allow¬ 
ances”  as  set  forth  in  §  125.1(b)  are 
reasonable. 

4.  The  definition  of  “artificial  sweet¬ 
ener,”  as  set  forth  in  8  125.1(c),  is 
reasonable. 

B.  With  respect  to  §  125.2  General 
label  statements;  dietary  properties; 
value;  placement: 

Over  the  years  there  have  been  a  num¬ 
ber  of  ingredients  or  products  marketed 
as  nutrients  and  nutritional  supplements, 
which  have  not  been  shown  to  be  essen¬ 
tial  in  human  nutrition.  This  point  wTas 
discussed  in  considerable  detail  during 
the  1968-70  special  dietary  hearings  held 
by  the  Food  and  Drug  Administration. 
Among  ingredients  or  products  of  this 
type  are  rutin,  other  bioflavonoids,  para- 
amlnobenzoic  acid,  inositol,  and  similar 
ingredients,  products,  and  compounds. 
These  ingredients  or  products  have  fre¬ 
quently  been  combined  with  vitamins 
and  minerals  or  otherwise  represented  as 
a  type  of  nutritional  supplement.  In 
these  situations  there  is  a  false  repre¬ 
sentation  that  these  ingredients  or  prod¬ 
ucts  have  nutritional  value.  The  Com¬ 
missioner  has  concluded  that  ingredients 
or  products  of  this  type  may  not  prop¬ 
erly  make  direct  or  implied  nutritional 
claims,  and  that  in  no  instances  can 
these  be  represented  in  any  way  that 
suggests  a  nutritional  value.  Combining 
these  products  with  added  vitamins 
and/or  minerals  in  any  food,  or  adding 
these  ingredients  to  any  food  for  which 
nutrition  labeling  is  used,  or  calling  at¬ 
tention  to  these  products  in  any  manner 
which  would  be  considered  to  imply  some 
nutritional  benefit,  is  Inherently  mis¬ 
leading.  See,  e.g..  United  States  v.  Vita- 
safe,  226  F.  Supp.  266  (D.N.J.  1964),  aff’d 
345  F.  2d  864  (3d  Cir.  1965),  cert,  denied 
382  U.S.  918  (1965);  United  States  v. 
Nuclomin,  No.  71  C  585  (E.D.  Mo.  1972) , 
aff'd  No.  72-1626  (8th  Cir.  1973). 

Labeling  of  such  ingredients  or  prod¬ 
ucts  may  not  state  that  their  useful¬ 
ness  in  human  nutrition  has  not  been 
established,  or  otherwise  disclaim  dietary 
or  therapeutic  value,  since  such  state¬ 
ments  are  also  misleading  and  fail  to 
correct  an  otherwise  false  or  misleading 
statement  or  implication.  See,  e.g.,  the 
Vitasafe  and  Nuclomin  cases;  United 
States  v.  47  Bottles.  .  .  Jenasol  RJ 
Formula,  320  F.2d  564  (3d  Cir.  1963), 
cert,  denied  375  U.S.  953  (1963) ;  United 
States  v.  Millpox,  Inc.,  313  F.2d  152 
(7th  Cir.  1963),  cert,  denied  373  U.S.  903 
(1963);  United  States  v.  3  Cartons  .  .  . 
No.  26  Formula  GM,  132  F.  Supp.  569 
(S.D.  Cal.  1952) ;  United  States  v.  Nutri¬ 
tion  Service,  Inc.,  227  F.  Supp.  375  (W.D. 
Pa.  1964),  aff’d  347  F.2d  233  (3d  Cir. 
1965) .  The  Commissioner  recognizes  that 
there  are  individuals  who  desire  to  pur¬ 
chase  ingredients  or  products  of  this 
type  for  various  reasons.  These  indi¬ 
viduals  have  a  right  to  obtain  these  in¬ 
gredients  or  products  as  long  as  they  are 
truthfully  labeled.  Thus,  ingredients  or 


products  of  this  type  may  properly  be 
marketed  as  individual  ingredients,  or 
products,  or  mixtures  thereof,  provided 
no  nutritional  or  dietary  supplement 
claims  are  made. 

Accordingly,  the  Commissioner  further 
concludes,  based  on  the  foregoing  state¬ 
ment  in  conjunction  with  the  finding  of 
facts  herein  published,  that  it  is  reason- 
form  and  necessary,  in  order  to  fully  in¬ 
form  purchasers  of  the  value  of  foods  for 
special  dietary  uses,  to  require  that  the 
labels  of  such  foods  bear  a  statement  as 
required  and  limited  by  §  125.2  as  set 
forth  in  this  final  order. 

C.  With  respect  to  §  125.3  Label  state¬ 
ments  relating  to  vitamins  and  minerals: 

With  the  development  of  nutrition 
labeling  (21  CFR  1.17)  the  use  of  special 
dietary  labeling  under  21  CFR  Part  125 
will  be  for  all  practical  purposes  limited 
to  those  articles  which  purport  or  are 
represented  to  supply  a  special  dietary 
need  that  exists  by  reason  of  a  physical 
or  physiological  condition,  food  repre¬ 
sented  for  use  as  the  sole  item  of  the 
daily  diet,  and  dietary  supplements  as 
provided  for  in  21  CFR  80.1. 

The  Commissioner  recognizes  there  are 
foods  w^hich  by  their  nature  may  contain 
nutrients  in  excess  of  100  percent  of  the 
U.S.  RDA  per  serving  or  reasonable  daily 
intake.  The  Commissioner  further  recog¬ 
nizes  the  need  for  reasonable  ranges  for 
individual  nutrients  in  dietary  supple¬ 
ments  above  and  below  the  U.S.  RDA. 
The  Commissioner  further  recognizes 
that  departures  from  the  U.S.  RDA  are 
appropriate  for  certain  types  or  classes  of 
foods  for  special  dietary  uses,  e.g.,  chem¬ 
ically  defined  diets  used  to  provide  sound 
nutrition  to  critically  ill  patients. 

Accordingly,  the  Commissioner  con¬ 
cludes,  having  considered  the  findings  of 
fact  and  other  relevant  information,  that 
it  is  reasonable  and  necessary,  in  order 
to  fully  inform  purchasers  of  the  value 
of  foods  for  special  dietary  uses,  to  re¬ 
quire  that  the  labels  of  such  foods,  by 
reason  of  their  vitamin  or  mineral  con¬ 
tent,  bear  a  statement  of  the  percentages 
of  the  recommended  daily  allowances  for 
such  vitamins  and  minerals.  Nutrition 
labeling  under  21  CFR  1.17  is  not  suf¬ 
ficiently  precise  for  these  special  types  of 
food. 

Final  Order 

Therefore,  on  the  basis  of  the  fore¬ 
going  findings  of  fact  and  conclusions  of 
law  drawn  therefrom :  It  is  ordered.  That 
the  stay  of  effective  date  of  §§125.1 
through  125.3,  promulgated  December  14, 
1966  (31  FR  15730),  be  ended,  and  that 
Parts  1,  3,  and  125  of  Title  21  of  the 
Code  of  Federal  Regulations  be  amended 
as  follows: 

part  1-— regulations  for  the 

ENFORCEMENT  OF  THE  FEDERAL 
FOOD,  DRUG,  AND  COSMETIC  ACT 
AND  THE  FAIR  PACKAGING  AND 

LABELING  ACT 

S  1.11  [Revoked] 

1.  The  provisions  of  §  1.11  Special  di¬ 
etary  uses  are  hereby  revoked. 
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PART  3— STATEMENTS  OF  GENERAL 
POLICY  OR  INTERPRETATION 

§  3.9  [Revoked] 

2.  The  provisions  of  §  3.9  Label  declara¬ 
tion  of  vitamin  E  in  food  for  special  di¬ 
etary  use  is  hereby  revoked. 

§  3.32  [Revoked] 

3.  The  provisions  of  §  3.32  Label  dec¬ 
laration  of  vitamin  Bia  and  folic  acid  in 
food  for  special  dietary  uses  is  hereby 
revoked. 

§3.46  [Revoked] 

4.  The  provisions  of  §  3.46  Interpreta¬ 
tions  of  orders  relating  to  dietary  supple¬ 
ments;  vitamin  and  mineral-fortified 
foods;  foods  for  special  dietary  use  are 
hereby  revoked. 


PART  125— LABEL  STATEMENTS  CON¬ 
CERNING  DIETARY  PROPERTIES  OF 

FOOD  PURPORTING  TO  BE  OR  REP¬ 
RESENTED  FOR  SPECIAL  DIETARY 

USES 

5.  The  provisions  of  §§  125.1, 125.2,  and 
125.3  are  revised  to  read  as  follows: 

§  125.1  Definitions  and  interpretations 
of  terms. 

The  definitions  and  interpretations  of 
terms  contained  in  section  201  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
shall  be  applicable  with  the  following 
additions : 

(a)  The  term  "special  dietary  use”  as 
applied  to  food  (Including  dietary  sup¬ 
plements)  used  by  man  means  a  par¬ 
ticular  use  for  which  an  article  purports 
or  is  represented  to  be  used,  including 
but  not  limited  to  the  following : 

(1)  Supply  a  special  dietary  need  that 
exists  by  reason  of  a  physical,  physio¬ 
logical,  or  other  condition,  including  but 
not  limited  to  the  conditions  of  con¬ 
valescence,  pregnancy,  lactation,  in¬ 
fancy,  allergic  hypersensitivity  to  food, 
underweight,  overweight,  diabetes  mel- 
litus,  or  the  need  to  control  the  intake  of 
sodium.  The  use  of  an  artificial  sweet¬ 
ener  in  a  food,  except  when  specifically 
and  solely  used  for  achieving  a  physical 
characteristic  in  the  food  which  cannot 
be  achieved  with  sugar  or  other  nutritive 
sweetener,  shall  be  considered  a  use  for 
regulation  of  the  intake  of  calories  and 
available  carbohydrate,  or  for  use  in  the 
diets  of  diabetics. 

(2)  Supplying  a  vitamin,  mineral,  or 
other  dietary  property  for  use  by  man  to 
supplement  his  diet  by  increasing  the 
total  dietary  intake,  except  for  foods  for 
which  nutrition  labeling  is  used  as  re¬ 
quired  pursuant  to  §  1.17  of  this  chapter. 

(3)  Supplying  a  special  dietary  need  by 
reason  of  being  a  food  for  use  as  the  sole 
item  of  the  diet. 

(b)  The  term  “U.S.  Recommended 
Daily  Allowance  (U.S.  RDA)  ”  means  the 
following  daily  amounts  of  the  follow¬ 
ing  vitamins  and  minerals: 


Vitamins  &  minerals 

Unit  of 
measurement 

Intents 

Children 
under  4 
years  of  age 

Adults  and 
children  4  or 
more  years 
of  age 

Pregnant  or 
lac  taring 
women 

Vitamin  A . . . . . 

....  International 

1,500 

2,500 

5,000 

8,000 

units. 

Vitamin  I) . . . 

. do . 

400 

400 

400 

400 

Vitamin  E . . . . . 

. . do . 

5 

10 

30 

30 

Vitamin  C . 

_  Milligrams . 

35 

40 

GO 

ft) 

Folic  acid . 

. do . 

0.1 

0.2 

0.4 

O.S 

Thiamine . . . 

. do......... 

0.5 

0.7 

1.5 

1.7 

Riboflavin . . . 

. do . 

0.6 

O.S 

1.7 

2. 0 

Niacin . . 

. ...do . 

8 

20 

20 

Vitamin  Bs _ _ 

0.4 

0.7 

2.0 

2. 5 

Vitamin  Bu . . 

_ Micrograms _ 

2 

3 

6 

s 

Biotin . . . . . . 

. .  Milligrams _ 

0. 15 

0.15 

0. 30 

0.  30 

Pantothenic  acid _ _ _ 

. .  do . 

3 

5 

10 

10 

Calcium . . . 

_ Grams . 

0.  6 

0.8 

1.0 

1.3 

Phosphorus . . . . . 

.  .do . 

0.5 

0.8 

1.0 

1.3 

Iodine . 

_ Micrograms... 

45 

70 

150 

1.50 

iron . . .• _ 

_ Milligrams _ 

15 

10 

18 

IS 

Magnesium _ _ _ 

. do . 

TO 

200 

400 

450 

Copper . . 

. do . 

0.6 

1.0 

2.0 

2.0 

Zinc . 

. do _ 

5 

8 

15 

15 

>  The  following  synonyms  may  be  added  in  parentheses  immediately  following  the  name  of  the  vitamin: 
Vitamin  Synonym 
Vitamin  C  Ascorbic  acid 
Folic  acid  Folaein 
Riboflavin  Vitamin  Bj 
Thiamine  Vitamin  Bi 


(1)  The  U.S.  Recommended  Daily 
Allowances  (U.S.  RDA’s)  have  been  de¬ 
rived  by  the  Food  and  Drug  Adminis¬ 
tration  from  "Recommended  Dietary 
Allowances”,  published  by  the  Food  and 
Nutrition  Board,  National  Academy  of 
Sciences-National  Research  Council,  and 
are  subject  to  amendment  when  new 
authentic  and  reliable  information  on 


human  nutrient  needs  appears  in  new 
editions  of  the  above  publication. 

(2)  For  determining  the  percentage  of 
the  U.S.  RDA’s  of  vitamins  in  a  quantity 
of  food,  as  required  in  §  125.3(a),  the 
quantitative  content  of  the  following 
vitamins  shall  be  calculated  in  terms  of 
the  following  chemically  identifiable 
reference  forms: 


Reference  Form 


Vitamin 


Name 


Molecular 

Empirical  formula  weight 


Vitamin  C . 

Folic  acid . . . 

.  I.- Ascorbic  acid . . 

.  Ptcroyl  mono- Z,-glutamic  acid . 

...  CJIsO. 

...  CitHuNjOt 

176. 12 
441.41 
123  11 

...  CuH»N«Oi 

376.  37 

.  Thiamine  chloride  hydrochloride _ 

..  CulIi7ClN«OS.nci 

337.28 

Vitamin  B« . 

.  Pyridoxine . 

..  CjIinNOs 

160. 18 
1, 355. 40 
244.31 
210.  23 

Biotin . 

Pantothenic  acid . 

. Z>-Bio1in . . . . 

. -D-Pantothenic  acid . . . 

..  C,oHi(Nj03S 
..  C.BitNOi 

(c)  In  addition  to  the  vitamins  and 
minerals  listed  in  paragraph  (b)  of  this 
section,  vitamin  K,  choline,  and  the  min¬ 
erals  chlorine,  potassium,  sodium,  sulfur, 
fluorine,  and  manganese  are  recognized 
as  essential  in  human  nutrition,  but  no 
U.S.  Recommended  Daily  Allowance  (U.S. 
RDA)  has  been  established  for  these  nu¬ 
trients.  These  nutrients  are  not  appro¬ 
priate  for  addition  to  general  purpose 
foods  or  dietary  supplements  of  vitamins 
and  minerals  but  may  be  added  to  such 
other  foods  for  special  dietary  use  as  in¬ 
fant  formulas,  and  foods  represented  for 
use  solely  under  medical  supervision  to 
meet  nutritional  requirements  in  specific 
medical  conditions. 

(d)  The  term  “artifical  sweetener” 
means  a  sweetening  substance  not  used 
in  normal  metabolism  as  a  source  of 
calories. 

(e)  The  term  “infant”  means  a  person 
not  more  than  12  months  of  age. 

(f)  The  term  “serving”  means  that 
reasonable  quantity  of  food  suited  for  or 
practicable  of  consumption  as  part  of  a 
meal  either  by  an  adult  male  engaged 


in  light  physical  activity,  or  by  an  infant 
or  child  when  the  article  purports  or  is 
represented  to  be  for  infant  feeding  or 
child  consumption.  A  label  statement  re¬ 
garding  a  serving,  as  used  in  this  part, 
shall  be  in  terms  of  a  convenient  unit  of 
such  food  or  a  convenient  unit  of  meas¬ 
ure  that  can  be  readily  understood  by 
purchasers  of  such  food,  e.g.,  a  serving 
may  be  expresed  in  terms  of  slices,  cook¬ 
ies,  or  wafers,  or  in  terms  of  ounces, 
fluid  ounces,  teaspoonfuls,  tablespoon  - 
fuls,  or  cupfuls.  A  teaspoonful  shall  be 
considered  to  mean  5  milliliters  (approx¬ 
imately  Ye  fluid  ounce)  in  volume;  a 
tablespoonful  shall  be  considered  to  mean 
15  milliliters  (approximately  V2  fluid 
ounce)  in  volume:  and  a  cupful  shall  be 
considered  to  mean  240  milliliters  (ap¬ 
proximately  8  fluid  ounces)  in  volume. 

(g)  The  term  “diabetic”  means  a  per¬ 
son  having  diabetes  mellitus. 

(h)  Any  product  containing  more  than 
the  upper  limit  of  the  U.S.  RDA  per 
serving  (or,  where  appropriate,  per  daily 
recommended  quantity)  of  a  vitamin  or 
mineral  as  specified  in  §  80.1(f)(1)  of 
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this  chapter  is  a  drug,  except  for  con¬ 
ventional  foods  which  contain  naturally- 
occurring  amounts  in  excess  of  these  lim¬ 
its  or  which  contain  added  amounts  in 
excess  of  these  limits  pursuant  to  §  1.8 
(e)  of  this  chapter  so  that  it  is  not  nutri¬ 
tionally  inferior  to  the  food  for  which  it 
substitutes  and  which  it  resembles,  and 
except  as  provided  for  in  a  specific  reg¬ 
ulation  for  such  special  dietary  foods 
as  infant  formulas  or  foods  which  are 
represented  for  use  solely  under  medical 
supervision  to  meet  nutritional  require¬ 
ments  in  specific  medical  conditions. 

§  125.2  General  label  statements;  die¬ 
tary  properties;  value;  placement. 

<  a)  If  a  food  purports  or  is  represented 
to  be  for  any  special  dietary  use.  covered 
by  other  regulations,  the  principal  dis¬ 
play  panel  of  its  label  shall  bear  a  con¬ 
spicuous  statement  of  the  usefulness  of 
the  food,  limited  to  a  listing  of  the  die¬ 
tary  properties  upon  which  such  use  is 
based:  Provided,  however.  That  if  insuf¬ 
ficient  space  is  available  on  the  principal 
display  panel,  the  information  panel  may 
be  used  (21  CFR  1.8d> ,  if  such  use  is  con¬ 
sistent  with  §  1.9  of  this  chapter.  Such 
statement  shall  show  the  presence  or  ab¬ 
sence  of  any  substance,  any  alteration  of 
the  quantity  or  character  of  any  consti¬ 
tuent,  and  any  other  special  dietary  prop¬ 
erty  of  such  food  upon  which  such  use  is 
based. 

(b>  A  food  which  purports  or  is  repre¬ 
sented  to  be  a  food  for  special  dietary 
use  shall  be  deemed  to  be  misbranded 
under  sections  201(n),  and  403(a)  and 
(j)  of  the  act  (21  U.S.C.  321(n),  343(a) 
and  (j)),  if  its  labeling  bears  any  state¬ 
ment,  vignette,  or  other  printed  graphic 
matter  that  represents,  suggests  or  im¬ 
plies  : 

(1)  That  the  food,  because  of  the  pres¬ 
ence  or  absence  of  certain  vitamins 
and/or  minerals,  is  adequate  or  effective 
in  the  prevention,  cure,  mitigation,  or 
treatment  of  any  disease  or  symptom, 
except  that  the  label  may  state  that  the 
food  is  a  source  of  an  essential  nutrient 
and  that  this  nutrient  is  important  for 
good  nutrition  and  health,  and  except 
that  this  provision  shall  not  apply  to 
foods  represented  for  use  solely  under 
medical  supervision  in  the  dietary  man¬ 
agement  of  specific  diseases  and  dis¬ 
orders. 

(2)  That  a  balanced  diet  of  ordinary 
foods  cannot  supply  adequate  amounts 
of  nutrients. 

(3)  That  the  lack  of  optimum  quality 
of  a  food,  by  reason  of  the  soil  on  which 
that  food  is  grown,  is  or  may  be  responsi¬ 
ble  for  an  inadequacy  or  deficiency  in  the 
quality  of  the  daily  diet. 

(4)  That  the  storage,  transportation, 
processing,  or  cooking  of  a  food  is  or  may 
be  responsible  for  an  inadequacy  or  de¬ 
ficiency  in  the  quality  of  the  daily  diet. 

(5)  That  the  food  has  dietary  prop¬ 
erties  when  such  properties  are  of  no 
significant  value  or  need  in  human  nutri¬ 
tion.  Ingredients  or  products  such  as 
rutin,  other  bioflavonoids,  para-amino- 
benzoic  acid,  inositol,  and  similar  sub¬ 
stances  which  have  in  the  past  been  rep¬ 
resented  as  having  nutritional  properties 
but  which  have  not  been  shown  to  be  es- 
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sential  to  human  nutrition  may  not  be 
combined  with  vitamins  and/or  min¬ 
erals,  added  to  food  labeled  in  accordance 
with  this  section,  or  otherwise  used  or 
represented  in  any  way  which  states  or 
implies  nutritional  benefit.  Ingredients 
or  products  of  this  type  may  be 
marketed  as  individual  products  or  mix¬ 
tures  thereof:  Provided,  That  the  pos¬ 
sibility  of  nutritional,  dietary  or  thera¬ 
peutic  value  is  not  stated  or  implied. 
Examples  of  false  or  misleading  state¬ 
ments  or  implications  are: 

<i)  Label  statments  to  the  effect  that 
their  need  or  usefulness  in  human  nutri¬ 
tion  has  not  been  established. 

<ii>  Label  statements  which  otherwise 
disclaim  nutritional,  dietary  or  thera¬ 
peutic  value. 

(6)  That  a  natural  vitamin  in  a  food 
is  superior  to  an  added  or  synthetic  vita¬ 
min,  or  that  there  is  a  difference  between 
vitamins  naturally  present  and  those 
that  have  been  added. 

§  125.3  Label  statements  relating  to 
vitamins  and  minerals. 

(a)  If  a  food  purports  or  is  represented 
to  be  for  special  dietary  use  because  of 
vitamin  or  mineral  properties,  the  label 
shall  bear  a  statement  of  the  percent¬ 
age  of  the  U.S.  RDA  of  such  vitamins 
and  minerals,  as  set  forth  in  §  125.1(b), 
supplied  by  such  food  when  consumed  in 
a  specified  quantity  during  a  period  of 
1  day.  The  quantity  specified  shall  be 
a  reasonable  quantity  suitable  for  and 
practicable  of  consumption  within  1  day. 
The  order  in  which  the  nutrients  appear 
on  the  label  shall  be  in  the  order  listed 
in  §  125.1(b),  except  when  other  regu¬ 
lations  indicate  otherwise.  Immediately 
preceding  the  declaration  of  vitamin  and 
mineral  content,  the  following  heading 
shall  be  stated,  “Percentage  of  U.S. 
Recommended  Daily  Allowances  (U.S. 
RDA)”.  If  such  purported  or  repre¬ 
sented  special  dietary  use  is  for  persons 
within  one  or  more  groups  for  which  the 
recommended  daily  allowance  is  set, 
such  statement  shall  include  the  per¬ 
centage  for  each  age  group.  When  such 
proportion  or  percentage  is  a  whole  num¬ 
ber  and  a  fraction  or  a  w'hole  number 
and  a  decimal,  it  shall  be  expressed  as 
the  whole  number  disregarding  the  frac¬ 
tion  or  decimal.  The  total  quantity  of 
vitamins  or  minerals  in  a  food  shall  be 
no  less  than  the  amount  declared,  and 
no  more  than  a  reasonable  amount  above 
the  declared  quantity.  Reasonable  varia¬ 
tions  caused  by  heat,  light,  oxidation, 
storage,  transportation,  or  unavoidable 
deviations  in  good  manufacturing  prac¬ 
tice  are  recognized. 

(b)  The  requirements  of  this  section 
shall  not  apply  to  iodized  salt,  when  the 
declared  content  of  the  iodine  compound 
In  the  salt  is  equivalent  to  0.01  percent 
by  weight  iodine. 

Effective  date.  Labeling  may  be 
changed  to  comply  with  this  regulation 
beginning  on  August  2,  1973.  All  labeling 
ordered  after  December  31,  1973,  and  all 
labeling  used  on  products  shipped  in  in¬ 
terstate  commerce  after  December  31, 
1974,  shall  comply  with  this  regulation; 
Provided,  That  infant  formulas  and 
foods  represented  for  use  solely  under 


medical  supervision  to  meet  nutritional 
requirements  in  specific  medical  condi¬ 
tions  shall  not  be  subject  to  §  125.1(c) 
until  a  further  Federal  Register  order  so 
provides. 

(Secs.  201(n) ,  401,  403(a)  and  (J),  701(a) 
and  (e),  52  Stat.  1046,  1048,  1055,  1056,  as 
amended  by  70  Stat.  919;  21  U.S.C.  321  (n), 
341,  343(a)  and  (J),  371(a)  and  (e)) 

Dated:  July  25,  1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 
and  Drugs. 

| FR  Doc.73-15690  Filed  8-l-73;8:45  am] 


PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 

DRUG,  AND  COSMETIC  ACT  AND  THE 

FAIR  PACKAGING  AND  LABELING  ACT 

PART  3— STATEMENTS  OF  GENERAL 
POLICY  OR  INTERPRETATION 

Food  Labeling;  Spices,  Flavorings, 

Colorings  and  Chemical  Preservatives 

In  the  Federal  Register  of  January  19, 
1973  (38  FR  2139),  the  Commissioner  of 
Food  and  Drugs  published  a  proposal  to 
revoke  §§3.10,  3.23(b),  and  3.201  (21 
CFR  3.10,  3.23(b),  and  3.201)  and  to 
amend  §  1.12  (21  CFR  1.12).  Fifty-seven 
comments  were  received  from  industry, 
trade  associations,  consumer  and  profes¬ 
sional  groups,  individual  consumers  and 
government  agencies  (Federal  and  city). 
One  consumer  and  two  trade  associations 
agreed  with  the  proposal  in  its  entirety. 
Other  comments  suggested  modifications 
or  requested  clarification.  The  points 
raised  and  the  Commissioner’s  responses 
are  as  follows: 

1.  One  comment  requested  clarifica¬ 
tion  about  the  relationship  between  the 
pi’oposal  and  the  standard  of  identity  for 
soda  water  (21  CFR  31.1).  Another  com¬ 
ment  suggested  that  the  regulation 
should  apply  to  the  labeling  of  ice  cream, 
since  it  improves  upon  the  flavor  labeling 
provisions  in  the  standard  of  identity 
for  that  food  (21  CFR  20.1(g)(2)). 

The  Commissioner  advises  that  this 
regulation  will  apply  to  all  foods,  includ¬ 
ing  standardized  foods.  The  Commis¬ 
sioner  intends  to  propose  revisions  in  all 
standards  with  different  flavor  labeling 
requirements  to  incorporate  the  provi¬ 
sions  of  this  regulation.  In  the  interim, 
all  standardized  foods  with  different 
labeling  provisions  may  voluntarily  be 
labeled  to  conform  to  the  labeling  re¬ 
quirements  of  §  1.12. 

2.  Several  comments  were  received  re¬ 
questing  modification  of  the  definition 
for  “artificial  flavor”  or  “artificial 
flavoring:” 

(a)  Eggs  and  dairy  products  should  be 
considered  sources  of  natural  flavors. 

(b)  One  comment  stated  that  under 
the  present  warding  a  chemical  deriva¬ 
tive  of  one  of  the  materials  listed  could 
be  used  to  imitate  natural  vanilla  without 
being  considered  artificial  and  suggested 
that  the  definition  be  amended  as  fol¬ 
lows:  “*  *  *  derived  from  the  spice  *  *  * 
or  poultry  it  seeks  to  imitate.”  Another 
comment  proposed  that  the  definition 
should  be  modified  to  exclude  substances 


FEDERAL  REGISTER,  VOL.  38,  NO.  148 — THURSDAY,  AUGUST  2,  1973 


RULES  AND  REGULATIONS 


20719 


listed  under  §§  121.101(g)  and  121.1164 
(b)  (21  CFR  121.101  and  121.1164)  since 
some  of  these  substances  are  “natural” 
as  defined  in  §  1.12(a)  (3) . 

(c)  It  was  suggested  that  the  defini¬ 
tion  provide  a  classification  of  syn¬ 
thesized  “nature-identical”  flavors  and 
that  such  a  classification  also  be  included 
in  §  1.12(g)  (4) .  It  was  further  suggested 
that  such  action  would  be  consistent  with 
the  Food  and  Drug  Administration’s 
practice  of  equating  synthetic  and  nat¬ 
ural  vitamins. 

The  Commissioner  agrees  that  eggs 
and  dairy  products  are  properly  consid¬ 
ered  a  source  of  natural  flavor,  and  the 
definitions  of  artificial  and  natural 
flavor  are  amended  accordingly.  The 
Commissioner  does  not  agree  that  the 
definition  of  artificial  flavor  should  be 
expanded  to  include  flavors  derived  from 
natural  sources  but  used  to  simulate 
foods  other  than  their  source.  Such 
flavors,  derived  from  natural  sources,  are 
properly  identified  as  natural  flavors  In 
a  list  of  ingredients.  The  term  “artificial” 
connotes  a  synthetic  source.  However, 
labeling  concerning  the  presence  of  such 
natural  flavor  in  a  food  cannot  be  mis¬ 
leading  to  the  consumer.  When  a  natural 
flavor  is  used  in  a  food  product  to  simu¬ 
late  a  flavor  of  a  food,  other  than  the 
one  from  which  the  flavor  is  derived,  the 
food  to  which  the  flavor  is  added  must 
be  labeled  as  “artificially  flavored”.  Thus 
a  “lemon”  type  pie  made  with  natural 
flavor  derived  predominantly  from  other 
citrus  fruits  could  not  be  identified  sim¬ 
ply  as  “lemon  pie”  without  misleading 
the  consumer.  It  must  be  labeled  as 
"citrus”  pie  or  as  “artificially  flavored 
lemon  pie.” 

The  Commissioner  agrees  that  some 
of  the  flavors  listed  In  §§  121.101(g)  and 
121.1164(b)  could  be  derived  from  nat¬ 
ural  sources.  However,  the  concern  Is 
whether  a  particular  flavor  is  in  fact 
derived  from  a  natural  or  a  synthetic 
source.  If  the  flavor  originates  from  a 
natural  source,  it  is  considered  a  natural 
flavor.  Section  1.12(a)(1)  has  therefore 
been  changed  to  reflect  this. 

The  Commissioner  does  not  agree  with 
the  comment  which  suggests  that  the 
definition  for  “artificial  flavor”  provide 
for  a  classification  of  “nature-identical” 
flavors.  Such  substances  are  synthetic 
products  and  properly  classified  as  arti¬ 
ficial.  Section  403 (k)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  requires  that 
when  a  food  bears  or  contains  artificial 
flavoring  it  must  bear  labeling  stating 
that  fact. 

3.  One  comment  requested  clarifica¬ 
tion  of  §  1.12(a)  (2)  on  the  basis  that 
horseradish  and  parsley  may  have  been 
erroneously  listed  as  spices  under 
§  121.101(e)  of  this  chapter.  The  Com¬ 
missioner  disagrees.  These  substances  are 
well  known  and  commonly  used  as  spices 
in  foods,  and  the  Commissioner  con¬ 
cludes  that  they  are  properly  listed  in 
§  121.101(e)  of  this  chapter  and  in 
§  1.12(a)  (2). 

4.  One  comment  requested  that 
5  1.12(a)  (2)  be  amended  to  coincide  with 
the  policy  of  the  Department  of  Agricul¬ 
ture  with  regard  to  the  use  of  paprika.  It 


was  asserted  to  be  the  policy  of  that  De¬ 
partment  that  paprika  in  cured  and 
smoked  meats  need  not  be  declared  as 
such,  or  as  a  coloring,  provided  it  is  used 
at  a  level  which  does  not  impart  color. 

The  Commissioner  advises  that  this 
regulation  is  not  in  conflict  with  any  reg¬ 
ulation  of  the  United  States  Department 
of  Agriculture  (USDA) .  Paprika  is  widely 
used  for  its  colorant  and  mild  spice  prop¬ 
erties  in  foods  other  than  meats.  When 
so  used  in  sufficient  quantities  to  impart 
flavor,  the  Commissioner  is  not  aware  of 
any  situation  where  the  paprika  would 
not  also  impart  color.  If  it  is  declared 
as  “spice  and  coloring”  it  need  not  be  de¬ 
clared  by  name.  The  Commissioner  con¬ 
cludes  that  there  is  no  reason  to  modify 
§  1.12(a)(2). 

5.  One  comment  requested  clarifica¬ 
tion  with  regard  to  the  definition  for 
“spice”  as  “*  *  *  any  aromatic  vegeta¬ 
ble  substance  in  the  whole,  broken,  or 
ground  form;  *  *  *”  whose  significant 
function  in  food  is  seasoning  rather  than 
nutritional.  The  comment  states  that 
there  is  an  apparent  conflict  with  §  1.12 
(h)(3)  which  states  that  powdered  or 
granulated  onion,  garlic  powder  and  cel¬ 
ery  powder  are  foods  rather  than  flavor. 
In  addition,  clarification  was  requested 
with  regard  to  listing  of  seeds  such  as 
celery,  cumin,  fennel,  caraway,  and  dill, 
etc.,  as  spices  while  celery  powder  is 
listed  as  a  food. 

Several  comments  suggested  changes 
under  5  1.12(h)(3)  with  respect  to  the 
declaration  of  powdered  onions,  pow¬ 
dered  garlic,  powdered  celery,  and  juices 
of  onions  or  garlic.  Most  objected  to  their 
declaration  by  common  or  usual  name 
and  suggested  that  these  substances  be 
declared  as  “flavoring,”  “spices,”  or 
“other  seasoning  materials.”  They  rea¬ 
soned  that  these  substances  are  used  as 
“flavorings”  and  that  there  is  no  signifi¬ 
cant  nutritional  contribution.  One  com¬ 
ment  did  not  object  to  declaring  onions 
and  garlic  by  their  common  name  be¬ 
cause  of  individual  dislikes  and  allergies. 

The  commissioner  has  amended  the 
regulation  so  that  there  is  no  conflict  be¬ 
tween  §  1.12(a)(2)  and  (h)(3)  with  re¬ 
gards  to  onions,  garlic,  and  celery.  These 
products  are  commonly  regarded  by  con¬ 
sumers  to  be  vegetables,  in  addition  to 
providing  seasoning,  and  thus  must  be 
labeled  by  their  common  or  usual  names. 
The  Commissioner  advises  that  juices  of 
onions  and  garlic  are  “natural  flavors” 
as  defined  under  §  1.12(a)(3)  and  that 
seeds  such  as  celery  seeds,  cumin  seed, 
fennel  seed,  etc.  are  commonly  under¬ 
stood  to  be  spices. 

6.  Uncertainty  was  expressed  as  to  the 
scope  of  the  phrase  “hydrolysate,  distil¬ 
late,  or  other  reaction  product,”  and  the 
propriety  of  including  this  phrase  in  the 
definition  of  “natural  flavor”  was  ques¬ 
tioned. 

The  phrase  has  been  retained  to  assure 
that  all  flavors  derived  from  natural 
sources  are  classified  as  “natural  flavor.” 

7.  One  comment  suggested  the  addi¬ 
tion  of  a  new  §  1.12(a)(6)  defining  the 
word  “flavor.” 

The  Commissioner  does  not  consider  It 
necessary  to  define  “flavor”  as  used  In 


this  regulation  because  its  meaning  is  no 
different  than  the  accepted  meaning 
commonly  understood  and  found  in 
standard  dictionaries. 

8.  One  comment  objected  to  the  pro¬ 
posed  mutually  exclusive  definitions  of 
"spices”  and  “natural  flavors.”  It  was 
stated  that  the  term  “natural  flavor”  has 
long  been  used  by  food  processors  as  a 
generic  term  including  both  spices  and 
natural  flavorings  and  that  current  regu¬ 
lations  of  the  Department  of  Agriculture 
permit  a  manufacturer  of  meat  or  meat 
products  to  include  spices  within  the  dec¬ 
laration  of  “natural  flavor.” 

Spices  and  flavorings  are  treated  as 
distinct  substances  in  Section  403<i)(2) 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act.  The  Commissioner  therefore  rejects 
this  comment. 

9.  The  United  States  Department  of 
Agriculture  opposed  the  provision  in  the 
definition  of  “natural  flavor”  which 
would  allow  meat  extracts  to  be  labeled 
as  flavors.  The  USDA  stated  that  “meat 
extract”  and  “fluid  extract  of  meat”  are 
standardized  by  USDA’s  meat  inspection 
regulations  and  must  bear  names  as  spe¬ 
cified  by  the  regulations.  The  Commis¬ 
sioner  concludes  that  there  is  no  conflict 
between  the  USDA  regulations  and  this 
regulation,  since  these  substances  when 
sold  as  such  must  still  be  labeled  as  “meat 
extract”  and  “fluid  extract  of  meat.” 
Only  when  these  substances  are  used  as 
ingredients  without  significant  nutri¬ 
tional  function,  but  rather  to  impart 
flavor,  may  they  be  declared  as  “natural 
flavor.” 

10.  Several  comments  stated  that  the 
word  “vital”  in  the  definition  of  “natural 
flavor”  does  not  have  a  clear  meaning. 
The  Commissioner  agrees  and  the  term 
has  been  deleted. 

11.  The  Commissioner  rejects  sugges¬ 
tions  for  deletion  of  the  last  sentence  in 
§  1.12(a)  (3).  The  reference  in  that  sen¬ 
tence  to  §§  121.101(e)  and  121.1163  pro¬ 
vides  useful  and  accurate  listings  of  sub¬ 
stances  properly  classified  as  natural 
flavorings. 

12.  Four  respondents  commented  on 
the  definition  of  artificial  color  in  §  1.12 
(a)  (4)  of  the  proposal.  It  was  asserted 
that  a  dye  or  natural  pigment  extracted 
from  a  plant  or  other  material  in  which 
such  dye  or  natural  pigment  is  naturally 
produced  is  properly  classified  as  a  nat¬ 
ural  and  not  an  artificial  coloring.  One 
respondent  objected  to  natural  colors 
such  as  annatto,  curcumin,  and  beet  be¬ 
ing  designated  as  artificial  colors  assert¬ 
ing  that  it  is  not  the  colors  that  are 
artificial  but  the  products  that  are  artifi¬ 
cially  colored  with  natural  colors.  An¬ 
other  comment  stated  that  the  distinc¬ 
tion  between  coal  tar  colors  and  natural 
colors  was  eliminated  by  the  Color  Addi¬ 
tive  Amendments  of  1960,  and  pink  lem¬ 
onade  is  just  as  artificially  colored  by 
beet  juice  as  by  a  synthetic  dye.  One 
comment  stated  that  under  the  proposed 
definition,  oleoresins  of  spices  are  arti¬ 
ficial  colors  whereas  turmeric,  paprika 
and  saffron  are  considered  natural  color¬ 
ings  and  their  oleoresins  are  considered 
natural  flavors. 

The  Commissioner  agrees  that  sub¬ 
stances  such  as  beet  juice,  paprika,  tur- 
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meric,  and  saffron  are  not  artificial  colors 
per  se.  The  Commissioner  also  agrees 
that  when  such  substances  are  used  to 
color  articles  of  food  of  which  the  sub¬ 
stance  used  is  not  naturally  present  as 
a  constituent,  such  food  is  artifically 
colored. 

Similarly,  the  designation  “spice  and 
coloring”  in  §  1.12(a)  (2)  for  paprika,  tur¬ 
meric  and  saffron  is  not  intended  to  in¬ 
dicate  that  foods  colored  by  these  spices 
are  not  artificially  colored.  Even  though 
oleoresins  of  these  spices  are  artificial 
colors,  it  is  not  inconsistent  to  consider 
them  as  natural  flavors.  When  used  as 
ingredients  in  foods,  oleoresins  of  spices 
may  be  designated  as  natural  flavors  in 
accordance  with  the  provision  of  §  1.12 
(h)  of  the  regulation. 

The  Commissioner  agrees  that  the 
Color  Additive  Amendments  of  1960  does 
not  make  a  distinction  between  coal  tar 
colors  and  natural  colors.  Therefore,  the 
regulation  has  been  amended  by  rede¬ 
fining  the  terms  “artificial  color”  or 
“artificial  coloring”  to  mean  any  “color 
additive”  as  this  term  is  defined  in  §  8.1 
(f )  of  this  chapter. 

13.  Comments  concerning  §  1.12(g) 
were  as  follows: 

(a>  The  labeling  requirements  for 
flavors  shipped  to  manufacturers  and 
processors  should  also  apply  to  flavors 
sold  at  retail.  Another  comment  sug¬ 
gested  that  all  reference  to  “retail  sale” 
be  deleted  because  the  phrase  implies 
that  manufacturers  of  flavoring  must 
determine  the  end  use  of  their  products, 
which  they  cannot  do. 

(b)  This  paragraph  should  be  revised 
to  specifically  provide  that  a  flavor  must 
be  labeled  such  that  a  food  manufacturer 
using  the  flavor  as  an  ingredient  can 
properly  label  his  products  with  regard 
to  flavor. 

(c)  An  exemption  from  the  labeling 
requirements  of  this  section  was  re¬ 
quested  in  those  cases  where  a  firm 
manufactures  a  flavor  and  ships  it  to  an¬ 
other  of  its  own  plants  to  be  used  in 
manufacturing  other  products. 

(d)  The  alternative  label  statement 
authorized  by  §  1. 12(g)(2)  should  be  ex¬ 
panded  to  include  those  flavor  ingredients 
listed  in  an  industry  association  list  of 
ingredients. 

(e)  The  terminology  “*  *  •  shall  be 
so  labeled”  in  §  1.12(g)  (4)  should  be 
made  more  specific. 

)f)  The  word  “flavor”  should  be  re¬ 
served  for  artificial  flavors  or  combina¬ 
tions  of  natural  and  artificial  flavors,  on 
the  premise  that  there  would  be  difficulty 
in  applying  and  enforcing  the  criterion 
of  predominance  between  “natural"  and 
“artificial”  flavors  as  proposed  in  the 
regulations. 

*g)  A  definition  for  “predominates” 
was  suggested,  as  follows:  “The  natural 
flavor  from  the  source* s)  named  shall 
be  deemed  to  predominate,  if  when  used 
by  itself  in  the  same  amount  as  is  present 
in  the  blend,  it  provides  a  characterizing 
flavor  in  the  finished  food.”  Another  com¬ 
ment  stated  that  the  distinction  made  on 
the  basis  of  natural  or  artificial  flavor 
predominating  is  not  meaningful  to  the 
consumer  and  Is  detrimental  to  the 
manufacturer.  A  number  of  comments 


stated  that  a  predominance  test  is  un¬ 
enforceable. 

The  Commissioner  concludes  that  the 
provisions  of  §  1.12(g)  should  not  be 
extended  to  flavors  intended  for  retail 
sale.  Those  provisions  are  intended  to 
protect  trade  secrets  concerning  flavor 
formulas,  and  the  Commissioner  is  not 
aware  of  any  flavor  sold  as  such  to  con¬ 
sumers  for  which  the  qualitative  formula 
could  be  shown  to  be  a  trade  secret. 

The  reference  to  “retail  sale”  in  §  1.12 
(g)  has  been  deleted. 

The  Commissioner  concludes  that  the 
labeling  authorized  by  §  1.12(g)  as  re¬ 
vised  in  the  final  regulation  will  provide 
the  manufacturer  who  uses  flavor  in¬ 
gredients  with  sufficient  information  for 
the  proper  labeling  of  his  finished  prod¬ 
ucts  in  virtually  all  situations.  If  further 
information  is  necessary  in  a  particular 
instance  it  may  be  obtained  from  the 
manufacturer. 

Where  a  firm  manufactures  a  flavoring 
and  ships  it  to  another  of  its  own  plants 
for  use  in  manufacture  of  a  food  product, 
the  Commissioner  advises  that  the  label¬ 
ing  authorized  by  §  1.12(g)  may  be  used. 

The  Commissioner  concludes  that  the 
label  statement  authorized  by  §  1.12(g) 
(2)  should  not  be  expanded  to  include 
flavor  ingredients  listed  in  an  industry 
association  list  of  ingredients.  Only  in¬ 
gredients  which  have  been  reviewed  for 
safety  by  the  Food  and  Drug  Administra¬ 
tion  and  approved  for  use  in  a  regulation 
after  an  opportunity  for  public  comment 
are  properly  exempted  from  specific  label 
declaration. 

However,  the  effective  date  of  this  pro¬ 
vision  has  been  extended  to  December  31, 
1974,  provided  that  the  label  of  the  prod¬ 
uct  bears  a  statement  certifying  that  the 
ingredients  are  listed  as  being  generally 
recognized  as  safe  on  a  reliable  published 
industry  association  list.  This  will  pro¬ 
vide  the  industry  sufficient  time  to  file 
petitions  seeking  the  affirmation  of 
GRAS  status  or  a  food  additive  regula¬ 
tion  covering  the  safe  use  of  any  in¬ 
gredient  not  covered  by  a  Food  and  Drug 
Administration  regulation.  Consideration 
of  these  petitions  will  be  expedited. 

Section  1.12(g)(4)  has  been  redesig¬ 
nated  as  §  1.12(g)  (3)  and  has  been  re¬ 
vised  to  provide  examples  of  appropriate 
labeling. 

The  Commissioner  agrees  that  there 
would  be  great  difficulty  in  enforcing  the 
criteria  for  “predominance”  necessary 
to  determine  the  proper  labeling  of  a 
combination  of  natural  and  artificial 
flavors  as  contained  in  §  1.12(1)  (2)  of 
the  proposal.  The  absence  of  chemical 
analytical  methodology  to  distinguish  a 
natural  flavor  from  its  synthetic  counter¬ 
part  makes  the  enforcement  of  the  cri¬ 
teria  for  predominance  wholly  depend¬ 
ent  on  organoleptic  determination,  and 
thus  on  inspection  of  company  records.  It 
would  be  impossible  for  the  Food  and 
Drug  Administration  to  review'  all  of  the 
records  of  food  manufacturers  and  flavor 
suppliers  to  determine  compliance.  En¬ 
forcement  of  the  provision  as  proposed 
would  therefore  not  be  feasible. 

The  Commissioner  is  also  aware  that 
the  term  “flavored”  does  not  explicitly 
convey  to  consumers  the  incorporation  of 


artificial  flavor  in  a  product.  This  term 
might,  indeed,  be  misconstrued  to  imply 
the  presence  solely  of  natural  flavor.  The 
purpose  of  flavor  labeling  is  to  distin¬ 
guish  between  the  use  of  natural  and  ar¬ 
tificial  flavoring  in  as  clear  and  concise 
terminology  as  is  possible.  A  number  of 
comments  specifically  objected  to  the 
three-fold  system  of  flavor  designation 
contained  in  the  proposal  on  the  ground 
that  it  would  not  readily  be  understood 
by  consumers,  in  addition  to  being  unen¬ 
forceable. 

The  Commissioner  has  therefore  con¬ 
cluded  that  the  proposal  should  be  re¬ 
vised  to  eliminate  the  concept  of  "pre¬ 
dominates,”  and  to  require  that  any  food 
containing  any  amount  of  artificial  flavor 
shall  be  labeled  “artificially  flavored.”  In 
the  event  that  natural  flavor  is  included 
in  the  product  at  some  level,  the  presence 
of  such  natural  flavor  will  be  shown  in 
the  statement  of  ingredients.  The  Com¬ 
missioner  believes  that  this  two-fold  sys¬ 
tem  of  flavor  designation  will  be  more  en¬ 
forceable  as  well  as  more  readily  under¬ 
standable  by  consumers.  It  will  also  more 
accurately  reflect  the  statutory  mandate 
to  inform  consumers  of  the  presence  of 
artificial  flavor. 

The  Commissioner  recognizes  that 
there  will  continue  to  be  situations  where, 
because  of  analytical  and  enforcement 
difficulties,  the  addition  of  artificial 
flavors  to  natural  flavors  will  remain  un¬ 
detected.  However,  this  problem  will  be 
substantially  reduced  by  the  two-fold 
flavor  designation  system  adopted  in  the 
final  regulation.  The  Commissioner  urges 
the  industry  to  apply  this  regulation  with 
honesty,  and  advises  that  violations  will 
be  the  subject  of  severe  regulatory  ac¬ 
tion.  Many  food  manufacturers  regularly 
cooperate  with  the  Food  and  Drug  Ad¬ 
ministration  by  providing  sufficient  rec¬ 
ords  to  document  the  truthfulness  of 
label  statements. 

14.  Several  consumers  suggested  that 
spices,  flavorings,  and  colorings  be  de¬ 
clared  by  individual  common  name 
rather  than  by  the  generic  terms.  A 
manufacturer  suggested  that  spices  be 
declared  under  the  term  “natural  flavor.” 
One  comment  suggested  that  the  source 
be  declared  when  sweeteners  are  used  as 
flavors.  Another  suggested  that  the  term 
“MSG”  be  used  as  an  alternative  desig¬ 
nation  for  monosodium  glutamate. 

Section  403(i)  of  the  act  specifically 
provides  that  spices,  flavorings,  and 
colorings,  other  than  those  sold  as  such, 
may  be  designated  as  spices,  flavorings 
and  colorings  without  naming  each.  Sec¬ 
tion  403 (i)  also  makes  a  specific  distinc¬ 
tion  between  spices  and  flavors.  Sweet¬ 
eners  are  not  spices  or  flavors,  and  when 
used  as  an  ingredient  in  a  food  must  be 
declared  by  common  or  usual  name.  Sim- 
larly  monosodium  glutamate  is  not  a 
spice  or  flavor,  and  it  must  be  declared  by 
its  common  or  usual  name.  The  Commis¬ 
sioner  does  not  agree  that  “MSG”  used 
alone  to  designate  monosodium  gluta¬ 
mate  as  an  ingredient  would  be  recog¬ 
nized  by  consumers  as  a  designation  for 
monosodium  glutamate.  However,  there 
is  no  objection  to  its  being  used  paren¬ 
thetically  immediately  following  the 
words  “monosodium  glutamate.” 
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15.  Several  comments  were  received 
concerning  the  proposed  labeling  of  inci¬ 
dental  additives  which  originate  in  a 
spice  or  flavor  ingredient  used  in  manu¬ 
facture  of  a  food  but  which  have  no  func¬ 
tional  effect  in  the  finished  food. 

The  Commissioner  concludes  that  inci¬ 
dental  additives  in  a  food,  originating  in 
a  spice  or  flavor  ingredient  used  in  man¬ 
ufacture  of  the  food,  should  be  labeled  in 
the  same  manner  as  incidental  additives 
originating  in  any  other  ingredient.  A 
proposal  to  provide  general  rules  govern¬ 
ing  this  situation  was  published  in  the 
Federal  Register  of  January  19, 1973  (38 
FR  2141),  and  a  final  order  establishing 
21  CFR  1.10a(a)(4)  is  published  else¬ 
where  in  this  issue  of  the  Federal  Regis¬ 
ter.  Section  1.12(h)  (2)  has  been  revised 
to  incorporate  by  reference  this  general 
rule. 

16.  Several  comments  objected  to  the 
label  declaration  of  pyroligneous  acid. 
The  comments  also  observed  that  the 
proposal  failed  to  consider  the  labeling 
of  smoke  flavorings  other  than  pyrolig¬ 
neous  acid. 

The  Commissioner  has  amended  the 
regulation  to  provide  that  pyroligneous 
acid  and  other  artificial  smoke  flavors 
may  be  declared  as  “artificial  flavor”  or 
“artificial  flavoring.”  There  is  no  reason 
to  treat  the  labeling  of  these  flavor  sub¬ 
stances  differently  than  any  other  artifi¬ 
cial  flavor.  Of  course,  where  a  manufac¬ 
turer  chooses  to  characterize  a  product 
containing  any  of  these  substances  with 
labeling  references  to  smoke,  the  label¬ 
ing  must  prominently  state  that  the 
smoke  flavor  is  artificial.  Failure  to  do  so 
would  make  the  label  false  or  misleading. 

The  Commissioner  advises  that  when 
true  smoke  is  absorbed  in  a  liquid  or 
other  medium,  and  that  medium  is  added 
to  a  food  to  provide  a  smoke  flavor,  such 
a  flavor  ingredient  may  be  identified  as 
“natural  flavor”  or  natural  smoke  fla¬ 
vor.”  It  would  be  misleading,  however,  to 
characterize  such  a  food  as  “smoked,” 
although  a  label  statement  such  as  “with 
added  smoke  flavor”  or  with  “natural 
smoke  flavor”  would  be  permissible. 

17.  Several  comments  objected  to  the 
labeling  requirements  under  §  1.12(i). 
These  comments  and  the  Commissioner’s 
responses  are  as  follows: 

(a)  Several  comments  objected  to  the 
provision  of  §  1.12(1)  (1)  requiring  use  of 
the  term  “flavored”  whenever  a  product 
contains  natural  flavor  in  addition  to  the 
characterizing  ingredient  because  this 
implies  that  the  product  may  be  merely 
flavored  and  does  not  contain,  or  con¬ 
tains  only  a  small  amount  of,  the  char¬ 
acterizing  ingredient. 

The  Commissioner  recognizes  that 
there  may  be  situations  where  a  food 
contains  a  characterizing  ingredient  and 
the  manufacturer  adds  natural  flavoring 
to  maintain  consistent  flavor  character¬ 
istics.  In  such  instances  it  is  not  appro¬ 
priate  to  require  such  food  to  be  labeled 
as  “flavored,”  e.g.,  “strawberry  flavored 
shortcake,”  when  in  fact  the  food  con¬ 
tains  the  expected  amount  of  the  char¬ 
acterizing  ingredient.  The  regulation  has 
been  revised  to  require  that  in  such  cases 


the  phrase  “flavor  added”  follow  the 
name  of  the  food,  e.g.,  “strawberry  short¬ 
cake,  flavor  added.”  However,  if  such 
product  does  not  contain  the  expected 
amount  of  the  characterizing  ingredi¬ 
ent,  the  regulation  requires  that  the 
word  “flavored”  must  follow  the  name  of 
the  characterizing  flavor. 

(b)  One  comment  urged  the  prohibi¬ 
tion  of  vignettes  and  depictions  for  a 
characterizing  ingredient  not  present  in 
a  food.  The  Commissioner  concludes  that 
the  labeling  requirements  of  §  1.12(1)  of 
the  regulation  are  sufficient  to  inform  the 
consumer  of  the  nature  of  a  characteriz¬ 
ing  flavor. 

(c)  One  comment  urged  application  of 
the  labeling  requirements  of  the  ice 
cream  standard  to  all  other  food  prod¬ 
ucts.  The  Commissioner  concludes  that 
the  present  regulation  substantially 
adopts  and  improves  upon  the  labeling 
rules  for  ice  cream.  The  three-fold  flavor 
designation  system  adopted  for  ice  cream 
has  been  enforceable  because  of  mini¬ 
mum  standards  for  characterizing  in¬ 
gredients  and  the  analytical  methods  to 
enforce  them.  The  lack  of  such  stand¬ 
ards  and  methods  precludes  the  adoption 
of  that  system  for  all  foods.  In  order  to 
achieve  consistent  labeling,  the  Commis¬ 
sioner  will  propose  to  amend  the  ice 
cream  standard  to  conform  to  this  regu¬ 
lation. 

(d)  One  comment  asked  that  the  pro¬ 
vision  of  the  standard  of  identity  for  ice 
cream  which  defines  when  artificial  va¬ 
nilla  flavor  predominates  be  added  to  this 
regulation.  The  Commissioner  concludes 
that  this  is  unnecessary  in  view  of  the  de¬ 
letion  of  the  criteria  of  “predominates.” 

(e)  One  comment  contended  that  the 
proposal  failed  to  provide  for  appropri¬ 
ate  labeling  of  foods  containing  a  charac¬ 
terizing  flavor  predominantly  of  natural 
origin  but  not  derived  from  the  food  sim¬ 
ulated,  e.g.,  a  textured  vegetable  protein 
food  containing  a  beef-like  flavor  derived 
from  a  natural  source  other  than  beef. 
Several  comments  favored  a  labeling 
category  for  natural  flavor  derived  only 
from  the  simulated  food. 

The  Commissioner  advises  that  sec¬ 
tion  403 (i)  of  the  act  allows  flavor  in¬ 
gredients  to  be  declared  generically  as 
“flavoring,”  except  that,  pursuant  to  sec¬ 
tion  403(k),  artificial  (synthetic)  flavors 
are  to  be  declared  as  “artificial  flavor¬ 
ing.”  Thus  a  flavor  of  natural  origin  may 
be  declared  in  the  statement  of  ingredi¬ 
ents  as  “flavoring”  or  “natural  flavoring” 
even  though  that  flavor  may  simulate  a 
food  other  than  the  one  from  which  it 
is  derived. 

However,  section  403(a)  of  the  act  pro¬ 
hibits  labeling  which  is  false  or  mislead¬ 
ing  in  any  respect.  Where  a  natural  flavor 
is  used  in  a  food  to  simulate  a  flavor  of 
a  product  other  than  the  one  from  which 
the  flavor  is  derived,  the  food  to  which 
the  flavor  is  added  must  be  labeled  either 
with  the  flavor  of  the  product  from  which 
it  is  derived  or  as  "artificially  flavored.” 
Failure  to  include  such  information  in 
a  conspicuous  manner  on  the  principal 
display  panel  would  result  in  a  violation 
of  section  403(a)  of  the  act  in  that  the 
label  would  be  false  and  misleading  for 


failure  to  reveal  a  material  fact  within 
the  meaning  of  section  201  (n)  of  the  act. 

(f)  One  comment  suggested  that 
chewing  gum  be  excluded  from  the  pro¬ 
posal,  even  though  it  is  defined  as  a 
“food”  under  the  act.  It  was  reasoned 
that  this  product  is  not  intended  to  be  in¬ 
gested  as  food,  but  merely  serves  as 
a  delivery  system  for  an  organoleptically 
satisfying  flavor  sensation.  In  addition, 
it  was  claimed  that  difficulties  would  be 
encountered  in  the  labeling  requirements 
because  of  type  size  and  package  size. 

Section  201(f)(2)  of  the  act  defines 
chewing  gum  as  a  food.  The  Commis¬ 
sioner  concludes  that  there  is  insufficient 
justification  for  exempting  chewing  gum 
or  other  similar  products  from  the  label¬ 
ing  requirements  of  the  regulation. 

(g)  Several  other  comments  suggested 
additional  terms  or  different  meanings 
for  proposed  terms. 

The  Commissioner  recognizes  that 
there  are  many  possible  variations  that 
could  be  used  in  prescribing  the  manner 
by  which  natural  and  artificial  flavors  are 
to  be  designated  in  the  labeling  of  foods. 
However,  he  concludes  that  the  termi¬ 
nology  of  §  1.12 (i)  as  revised  in  the  final 
regulation  can  be  applied  by  industry, 
that  the  required  labeling  will  be  infor¬ 
mative  to  consumers,  and  that  the  ter¬ 
minology  employed  is  otherwise  fair,  rea¬ 
sonable,  and  as  enforceable  as  can  rea- 
sonbly  be  achieved.  Accordingly,  changes 
other  than  those  discussed  above  are  not 
necessary. 

18.  The  Commissioner  is  aware  of  the 
Resolution  adopted  June  21.  1973,  by  the 
Association  of  Food  and  Drug  Officials 
of  the  United  States  at  this  year’s  an¬ 
nual  conference  in  Rapid  City,  South 
Dakota  in  which  opposition  to  his  Jan¬ 
uary  19,  1973,  proposal  is  set  forth.  The 
views  of  that  organization  as  well  as  the 
views  of  the  State  officials  which  were 
individually  expressed  through  their  own 
response  to  the  proposal  have  been  thor¬ 
oughly  considered  in  arriving  at  this  final 
order. 

19.  The  Commissioner  has  decided  to 
adhere  to  the  proposed  effective  dates  for 
the  regulation.  Accordingly,  all  labeling 
ordered  on  or  after  December  31,  1973, 
and  all  other  products  shipped  in  inter¬ 
state  commerce  on  or  after  December  31, 
1974,  shall  comply  with  these  rules.  Al¬ 
though  one  trade  association  objected  to 
these  dates,  the  Commissioner  concludes 
that  they  provide  a  reasonable  time  for 
compliance  by  industry  and  that  further 
delay  would  not  be  in  the  interest  of 
the  consumer. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (secs.  403,  701(a),  52  Stat.  1047,  1055; 
21  U.S.C.  343,  371(a))  and  under  au¬ 
thority  delegated  to  the  Commissioner 
(21  CFR  2.120),  Parts  1  and  9  are 
amended  as  follows: 

1.  In  Part  1  by  amending  §  1.12  by  re¬ 
vising  the  section  title,  by  revising  para¬ 
graph  (a)(1),  by  redesignating  existing 
paragraphs  (a)(2)  and  (a)(3)  as  new 
paragraphs  (a)  (5)  and  (a)  (6) ,  by  adding 
new  paragraphs  (a)(2),  (a)(3)  and  (a) 
(4)  and  by  adding  new  paragraphs  (g), 

(h),  and  (i)  to  read  as  follows: 
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§  1.12  Food  labeling;  spires,  flavorings, 
colorings  and  chemical  preservative*. 

(a)(1)  The  term  “artificial  flavor"  or 
“artificial  flavoring”  means  any  sub¬ 
stance,  the  function  of  which  is  to  im¬ 
part  flavor,  which  is  not  derived  from  a 
spice,  fruit  or  fruit  juice,  vegetable  or 
vegetable  juice,  edible  yeast,  herb,  bark, 
bud,  root,  leaf  or  similar  plant  material, 
meat,  fish,  poultry,  eggs,  dairy  products, 
or  fermentation  products  thereof.  Ar¬ 
tificial  flavor  includes  the  substances 
listed  in  §5  121.101(g)  and  121.1164(b) 
of  this  chapter  except  where  these  are 
derived  from  natural  sources. 

(2)  The  term  “spice”  means  any  aro¬ 
matic  vegetable  substance  in  the  whole, 
broken,  or  ground  form,  except  for  those 
substances  which  have  been  traditionally 
regarded  as  foods,  such  as  onions,  garlic 
and  celery;  whose  significant  function  in 
food  is  seasoning  rather  than  nutri¬ 
tional;  that  is  true  to  name;  and  from 
which  no  portion  of  any  volatile  oil  or 
other  flavoring  principle  has  been  re¬ 
moved.  Spices  include  the  spices  listed 
in  §  121.101(e)  of  this  chapter,  such  as 
the  following: 

Allspice 
Anise 
Basil 

Bay  leaves 
Caraway  seed 
Cardamon 
Celery  seed 
ChervU 
Cinnamon 
Cloves 
Coriander 
Cumin  Seed 
Dill  seed 
Fennel  seed 
Fenugreek 
Ginger 
Horseradish 
Mace 

Paprika,  turmeric,  and  saffron  are  also 
colors  which,  under  §  1.10(c),  shall  be 
declared  as  “spice  and  coloring”  unless 
declared  by  their  common  or  usual  name. 

(3)  The  term  “natural  flavor”  or  “nat¬ 
ural  flavoring”  means  the  essential  oil, 
oleoresin,  essence  or  extractive,  hydroly¬ 
sate.  distillate,  or  other  reaction  products 
which  contains  the  flavoring  constituents 
derived  from  a  spice,  fruit  or  fruit  juice, 
vegetable  or  vegetable  juice,  edible  yeast, 
herb,  bark,  bud,  root,  leaf  or  similar 
plant  material,  meat,  fish,  poultry,  eggs, 
dairy  products,  or  fermentation  products 
thereof,  whose  significant  function  in 
food  is  flavoring  rather  than  nutri¬ 
tional.  Natural  flavors  include  the  nat¬ 
ural  essence  or  extractives  obtained  from 
plants  listed  in  §  121.101(e)  and  the  sub¬ 
stances  listed  in  §  121.1163  of  this 
chapter. 

(4>  The  term  “artificial  color”  or  “ar¬ 
tificial  coloring”  means  any  “color  addi¬ 
tive”  as  defined  in  §  8.1(f)  of  this 
chapter. 

(5)  The  term  “chemical  preservative” 
means  any  chemical  that,  when  added  to 
food,  tends  to  prevent  or  retard  deterio¬ 
ration  thereof,  but  does  not  include  com¬ 
mon  salt,  sugars,  vinegars,  spices,  or  oils 
extracted  from  spices,  substances  added 
to  food  by  direct  exposure  thereof  to  wood 


smoke,  or  chemicals  applied  for  their  in¬ 
secticidal  or  herbicidal  properties. 

*  •  •  •  • 

(g)  A  flavor  shall  be  labeled  in  the 
following  way  when  shipped  to  a  food 
manufacturer  or  processor  (but  not  a 
consumer)  for  use  in  the  manufacture 
of  a  fabricated  food,  unless  it  is  a  flavor 
for  which  a  standard  of  identity  has  been 
promulgated,  in  which  case  it  shall  be 
labeled  as  provided  in  the  standard : 

(1)  If  the  flavor  consists  of  one  in¬ 
gredient,  it  shall  be  declared  by  its  com¬ 
mon  or  usual  name. 

<2)  If  the  flavor  consists  of  two  or 
more  ingredients,  the  label  either  may 
declare  each  ingredient  by  its  common  or 
usual  name  or  may  state  “All  flavor  in¬ 
gredients  contained  in  this  product  are 
approved  for  use  in  a  regulation  of  the 
Food  and  Drug  Administration.”  Any 
flavor  ingredient  not  contained  in  one 
of  these  regulations,  and  any  nonflavor 
ingredient,  shall  be  separately  listed  on 
the  label. 

(3)  In  cases  where  the  flavor  contains 
a  solely  natural  flavor  (s) ,  the  flavor  shall 
be  so  labeled,  e.g.,  “strawberry  flavor,” 
“banana  flavor,”  or  “natural  strawberry 
flavor.”  In  cases  where  the  flavor  con¬ 
tains  both  a  natural  flavor  and  an  arti¬ 
ficial  flavor,  the  flavor  shall  be  so  labeled, 
e.g.,  “natural  and  artificial  strawberry 
flavor.”  In  cases  where  the  flavor  con¬ 
tains  a  solely  artificial  flavor  (s),  the 
flavor  shall  be  so  labeled,  e.g.,  “artificial 
strawberry  flavor.” 

(h)  The  label  of  a  food  to  which  flavor 
is  added  shall  declare  the  flavor  in  the 
statement  of  ingredients  in  the  following 

way; 

( 1 )  Spice,  natural  flavor,  and  artificial 
flavor  may  be  declared  as  “spice,”  “nat¬ 
ural  flavor,”  or  “artificial  flavor,”  or  any 
combination  thereof,  as  the  case  may  be. 

<2>  An  incidental  additive  in  a  food, 
originating  in  a  spice  or  flavor  used  in 
the  manufacture  of  the  food,  need  not  be 
declared  in  the  statement  of  ingredients 
if  it  meets  the  requirements  of  §  1.10a(a) 
(4). 

(3)  Substances  obtained  by  cutting, 
grinding,  drying,  pulping,  or  similar  proc¬ 
essing  of  tissues  derived  from  fruit, 
vegetable,  meat,  fish,  or  poultry,  e.g., 
powdered  or  granulated  onions,  garlic 
powder,  and  celery  powder,  are  com¬ 
monly  understood  by  consumers  to  be 
food  rather  than  flavor  and  shall  be  de¬ 
clared  by  their  common  or  usual  name. 

(4)  Any  salt  (sodium  chloride)  used 
as  an  ingredient  in  food  shall  be  declared 
by  its  common  or  usual  name  “salt.” 

(5)  Any  monosodium  glutamate  used 
as  an  ingredient  in  food  shall  be  declared 
by  its  common  or  usual  name  “mono¬ 
sodium  glutamate.” 

(6)  Any  pyroligneous  acid  or  other  ar¬ 
tificial  smoke  flavors  used  as  an  ingredi¬ 
ent  in  a  food  may  be  declared  as  artificial 
flavor  or  artificial  smoke  flavor.  No  repre¬ 
sentation  may  be  made,  either  directly 
or  implied,  that  a  food  flavored  with  py¬ 
roligneous  acid  or  other  artificial  smoke 
flavor  has  been  smoked  or  has  a  true 
smoked  flavor,  or  that  a  seasoning  sauce 
or  similar  product  containing  pyroligne¬ 


Marjoram 

Mustard  flour 

Nutmeg 

Oregano 

Paprika 

Parsley 

Pepper,  black 

Pepper,  white 

Pepper,  red 

Rosemary 

Saffron 

Sage 

Savory 

Star  aniseed 

Tarragon 

Thyme 

Turmeric 


ous  acid  or  other  artificial  smoke  flavor 
and  used  to  season  or  flavor  other  foods 
will  result  in  a  smoked  product  or  one 
having  a  true  smoked  flavor. 

(i)  If  the  label,  labeling,  or  advertising 
of  a  food  makes  any  direct  or  indirect 
representations  with  respect  to  flavor,  by 
word,  vignette,  e.g.,  depiction  of  a  fruit, 
or  other  means,  or  if  for  any  other  rea¬ 
son  the  manufacturer  or  distributor  of  a 
food  wishes  to  designate  the  type  of 
flavor  in  the  food  other  than  through  the 
statement  of  ingredients,  the  flavor  of 
the  product  shall  be  declared  in  the  fol¬ 
lowing  way: 

(1)  If  the  food  contains  no  artificial 
flavor,  the  name  of  the  food  on  the  prin¬ 
cipal  display  panel  or  panels  of  the  label 
shall  be  accompanied  by  the  common  or 
usual  name  of  the  characterizing  flavor, 
e.g.,  “vanilla,”  in  letters  not  less  than 
one-half  the  height  of  the  letters  used  in 
the  name  of  the  food,  except  that: 

(1)  If  the  food  is  one  that  is  commonly 
expected  to  contain  a  characterizing  food 
component  e.g.,  strawberries  in  “straw¬ 
berry  shortcake,”  and  the  food  contains 
a  sufficient  quantity  of  that  ingredient  to 
characterize  the  food  independent  of  any 
added  natural  characterizing  flavor  de¬ 
rived  from  such  ingredient  and  the  food 
contains  added  natural  flavors  derived 
from  such  ingredient,  the  name  of  the 
food  shall  be  immediately  followed  by  the 
words  “flavor  added”  in  letters  not  less 
than  one-half  the  height  of  the  charac¬ 
terizing  ingredient,  or 

(ii)  If  the  food  is  one  that  is  com¬ 
monly  expected  to  contain  a  characteriz¬ 
ing  food  component,  e.g.,  strawberries  in 
“strawberry  shortcake,”  and  the  food 
contains  natural  flavor  derived  from 
such  ingredient  and  an  amount  of  char¬ 
acterizing  ingredient  insufficient  to  inde¬ 
pendently  characterize  the  food,  or  the 
food  contains  no  such  ingredient,  the 
name  of  the  characterizing  flavor  shall 
be  immediately  followed  by  the  word 
“flavored”  in  letters  not  less  than  one- 
half  the  height  of  the  letters  in  the  name 
of  the  characterizing  flavor. 

(iii)  If  a  natural  flavor  is  used  in  a 
food  to  simulate  a  flavor  of  a  product 
other  than  the  one  from  which  the  flavor 
is  derived,  the  food  in  which  the  flavor  is 
used  shall  be  labeled  either  with  the 
flavor  of  the  product  from  which  the 
flavor  is  derived  or  as  “artificially 
flavored.” 

(2)  If  the  food  contains  any  artificial 
flavor,  the  name  of  the  food  on  the 
principal  display  panel  or  panels  of  the 
label  shall  be  accompanied  by  the  com¬ 
mon  or  usual  name  of  the  characterizing 
flavor,  in  letters  not  less  than  one-half 
the  height  of  the  letters  used  in  the  name 
of  the  food  preceded  by  the  word(s) 
“artificial”  or  “artificially  flavored,”  in 
letters  not  less  than  one-half  the  height 
of  the  letters  in  the  name  of  the  char¬ 
acterizing  flavor,  e.g.,  “artificial  vanilla,” 
or  “artificially  flavored  strawberry.” 

(3)  Wherever  the  name  of  the  char¬ 
acterizing  flavor  appears  on  the  label 
(other  than  in  the  statement  of  ingredi¬ 
ents)  so  conspicuously  as  to  be  easily 
seen  under  customary  conditions  of  put- 
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chase,  the  words  prescribed  by  this  para¬ 
graph  shall  Immediately  and  conspicu¬ 
ously  precede  or  follow  such  name, 
except: 

(i)  Where  the  characterizing  flavor 
and  a  trademark  or  brand  are  presented 
together,  other  written,  printed,  or 
graphic  matter  that  is  a  part  of  or  is 
associated  with  the  trademark  or  brand 
may  intervene  if  the  required  words  are 
in  such  relationship  with  the  trademark 
or  brand  as  to  be  clearly  related  to  the 
characterizing  flavor:  and 

(ii)  If  the  finished  product  contains 
more  than  one  flavor  subject  to  the  re¬ 
quirements  of  this  paragraph,  the  state¬ 
ments  required  by  this  paragraph  need 
appear  only  once  in  each  statement  of 
characterizing  flavors  present  in  such 
food,  e.g.,  “artificially  flavored  vanilla 
and  strawberry.” 


PART  3— STATEMENTS  OF  GENERAL 
POLICY  OR  INTERPRETATION 

§  3.10  t Revoked] 

2.  The  provisions  of  §  3.10  are  hereby 
revoked. 

§  3.23(b)  [Revoked] 

3.  The  provisions  of  §  3.23(b)  are 
hereby  revoked. 

§  3.201  [Revoked] 

4.  The  provisions  of  §  3.201  are  hereby 
revoked. 

Effective  date.  Labeling  may  be 
changed  to  comply  with  this  regulation 
beginning  August  2,  1973.  All  labeling 
ordered  on  or  after  December  31,  1973, 
and  all  labeling  used  for  products 
shipped  in  interstate  commerce  on  or 
after  December  31,  1974,  shall  comply 
with  this  regulation;  provided,  that  the 
label  of  a  flavor  need  not  conform  to 
paragraph  (g)(2)  of  this  regulation  prior 
to  December  31,  1974,  if  it  bears  a  state¬ 
ment  certifying  that  the  ingredients  are 
listed  as  being  generally  recognized  as 
safe  on  a  reliable  published  industry  as¬ 
sociation  list. 

(Secs.  403  ,  701(a),  52  Stat.  1047,  1055;  21 
U.S.C.  343,  371(a) ) 

Dated:  July  25,  1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 
and.  Drugs. 

[PR  Doc.73-15700  Filed  8-1-73:8:45  am] 


PART  3— STATEMENTS  OF  GENERAL 
POLICY  OR  INTERPRETATION 

Status  of  Vitamin  A  and  Vitamin  D 

In  the  Federal  Register  of  December 
14,  1972  (37  FR  26618)  the  Commissioner 
of  Food  and  Drugs  proposed  that  prep¬ 
arations  containing  vitamin  A  in  excess 
of  10,000  international  units  (IU)  per 
dosage  unit  and  preparations  contain¬ 
ing  vitamin  D  in  excess  of  400  IU  per 
dosage  unit  shall  be  dispensed  on  pre¬ 
scription.  A  correction,  which  did  not 
alter  the  intent  of  the  proposal,  was  pub¬ 
lished  in  the  Federal  Register  of  Janu¬ 
ary  4,  1973  (38  FR  799).  Sixty  days  were 
allowed  for  comment. 


Approximately  2,500  comments  and  1,- 
000  signatures  on  petitions  were  received 
in  response  to  the  proposal.  Comments 
were  received  from  a  wide  segment  of 
the  public,  including  individual  con¬ 
sumers,  physicians,  nurses,  pharmacists, 
dietitians,  home  economists,  nutrition¬ 
ists,  nine  pharmaceutical  manufactur¬ 
ers,  a  number  of  vitamin  preparation  dis¬ 
tributors,  and  health  food  store  opera¬ 
tors.  Comments  from  the  medical  pro¬ 
fession  were  presented  by  the  American 
Academy  of  Pediatrics  and  the  American 
Medical  Association.  Organized  con¬ 
sumer  groups  that  responded  were  the 
National  Health  Federation,  Oregon 
Student  Public  Interest  Research  Group, 
Committee  Against  Health  Fraud,  Inc., 
Committee  for  the  Cessation  of  “Forti¬ 
fication”  of  Food  Products  with  Calciferol 
Hormones,  Virginia  Citizens  Consumer 
Council,  Inc.,  Consumers  Cooperative  of 
Berkeley,  Inc.  Comments  were  also  sub¬ 
mitted  by  the  Wisconsin  Alumni  Re¬ 
search  Foundation,  The  Ann  Arbor  Die¬ 
tetic  Association,  the  American  Dietetic 
Association,  and  five  trade  associations: 
The  Pharmaceutical  Manufacturers  As¬ 
sociation,  East  Coast  Health  Food  Cor¬ 
poration,  the  National  Food,  Drug  and 
Cosmetic  Association  of  Manufacturers 
and  Distributors,  Inc.,  the  National  Nu¬ 
tritional  Foods  Association  and  the  Na¬ 
tional  Association  of  Pharmaceutical 
Manufacturers. 

General  Comments 

The  proposal  was  controversial  and 
generated  widely  ranging  comments  re¬ 
garding  broad  issues  raised  by  the  use  of 
vitamins  in  foods  and  drugs.  Many  of 
these  comments  are  not  appropriate  for 
consideration  of  the  more  limited  issues 
raised  in  the  proposed  regulation  regard¬ 
ing  vitamin  A  and  vitamin  D.  With  re¬ 
spect  to  the  broad  issues  of  vitamin  and 
mineral  use  the  Commissioner  notes  that 
several  regulations  including  compre¬ 
hensive  discussion  of  these  issues  have 
been  published  in  the  Federal  Registers 
of  January  19  and  March  14,  1973  (38 
FR  2124,  6950)  and  elsewhere  in  this  is¬ 
sue  of  the  Federal  Register. 

The  majority  of  responses  from  in¬ 
dividual  consumers  were  opposed  to  the 
proposal.  In  reviewing  such  comments, 
the  Commissioner  is  concerned  that  the 
public  is  not  fully  aware  of  the  provisions 
and  medical  basis  of  the  proposal.  For 
example,  the  tenor  of  many  comments 
was  that  vitamin  A  and  vitamin  D  would 
be  available  only  on  prescription.  Form 
letters  and  several  petitions,  which  were 
submitted  with  a  number  of  signatures, 
contained  key  statements,  presumably 
the  basis  on  which  the  signatures  were 
obtained,  that  bear  very  little,  if  any,  re¬ 
semblance  to  the  actual  provisions  of  the 
proposal.  It  is  clear  that  the  majority  of 
individual  consumers  responding  had 
been  improperly  or  inadequately  in¬ 
formed. 

The  comments  fall  into  three  general 
categories: 

(1)  Those  who  agree  that  the  action 
proposed  by  the  Food  and  Drug  Admin¬ 
istration  is  necessary  and  that  the  pre¬ 
scription  levels  proposed  for  vitamin  A 
and  vitamin  D  are  suitable.  Those  who 


agreed  included  the  American  Academy 
of  Pediatrics,  the  American  Medical  As¬ 
sociation,  the  American  Dietetic  Associa¬ 
tion,  five  consumer  groups,  a  number  of 
physicians,  dietitians,  nutritionists, 
home  economists  and  other  professionals 
in  the  scientific  and  health  care  com¬ 
munity,  and  a  few  individual  consumers. 

(2)  Those  who  agree  that  such  vita¬ 
mins  can  be  toxic,  but  only  at  levels 
higher  than  those  levels  proposed  by  the 
Food  and  Drug  Administration.  The  ma¬ 
jority  of  the  drug  manufacturers  and 
trade  associations,  and  some  consumers, 
made  responses  that  were  in  this  cate¬ 
gory. 

(3)  Those  who  disagree  with  the  pro¬ 
posal  entirely,  stating  that  such  vitamins 
are  foods  and  that  individuals  should 
have  the  right  to  ingest  any  amount  de¬ 
sired.  The  comments  from  most  individ¬ 
ual  consumers,  operators  of  health  food 
establishments  and  a  consumer  group, 
were  in  this  category. 

Specific  Comments 

1.  A  number  of  comments  contended 
that  “natural”  vitamins  (including  vita¬ 
min  A  and  vitamin  D)  and  minerals  are 
foods  rather  than  drugs  and  should  not 
be  treated  as  drugs.  Some  viewed  “nat¬ 
ural”  vitamins  as  safe  whereas  synthe¬ 
sized  vitamins  may  be  (or  are)  toxic. 

The  question  regarding  whether  a 
vitamin  is  a  food  or  drug  generated  con¬ 
siderable  discussion.  The  tentative  and 
final  orders  promulgating  §§  80.1,  125.1, 
and  125.3  (21  CFR  80.1,  125.1  and  125.3), 
published  in  the  January  19,  1973  Fed¬ 
eral  Register  (38  FR  2143,  2152)  and 
elsewhere  in  this  issue  of  the  Federal 
Register  discuss  this  matter  in  detail. 
The  Commissioner  concludes,  on  the 
basis  of  all  the  available  evidence,  that 
vitamins  between  the  upper  and  lower 
limits  as  specified  in  §  80.1  are  adequate 
for  all  known  nutritional  needs  for  nor¬ 
mal  individuals  and  that  nutrients  at 
these  levels  are  dietary  supplements 
w’hich  are  foods  for  special  dietary  use. 
No  evidence  was  submitted  in  the  com¬ 
ments  to  establish  a  food  or  nutritional 
use  of  vitamin  A  or  vitamin  D  at  higher 
levels,  except  for  a  limited  number  of 
persons  with  poor  vitamin  D  absorption 
who  need  up  to  1000  IU  of  this  vitamin 
for  nutritional  purposes  under  medical 
supervision.  With  that  one  exception, 
which  is  recognized  in  the  revised  regu¬ 
lation,  intake  of  vitamins  at  levels  ex¬ 
ceeding  the  upper  limits  as  specified  in 
§  80.1  are  therefore  appropriate  only  for 
therapeutic  purposes  and  thus  are  prop¬ 
erly  classed  as  drugs. 

This  position  is  entirely  consistent 
with  the  Food  and  Drug  Admnistra- 
tion’s  long-standing  interpretation  and 
application  of  the  act.  See,  e.g.,  Kordel 
v.  United  States,  335  U.S.  345  (1948), 
in  which  the  Supreme  Court  upheld  the 
conviction  of  an  individual  for  market¬ 
ing  “health  food  products”  consisting  of 
“various  vitamins,  minerals,  and  herbs” 
on  the  ground  that  they  were  mis¬ 
branded  drugs.  See  also  United  States  v. 
3  Cartons  *  *  *  “No.  26  Formula  GM 
etc.,”  132  F.  Supp.  569  (S.D.  Calif.  1952). 

Alleged  differences  in  vitamins  based 
on  their  source  is  also  discussed  in  the 
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tentative  and  final  orders  promulgating 
§§  80.1  and  125.1-125.3.  There  is  no  sci¬ 
entific  evidence  to  suggest  that  there  is 
a  difference  in  the  metabolic  actions  or 
toxic  effects  of  synthetically  produced 
vitamins  as  compared  with  those  from 
natural  sources. 

2.  Several  manufacturers  and  trade 
associations  objected  to  the  proposal  on 
the  ground  that  the  proper  classification 
of  OTC  drug  levels  of  vitamins  would 
be  made  in  the  near  future  by  the  ap¬ 
propriate  •  OTC  drug  advisory  review 
panel  and  that  levels  established  now 
by  the  Food  and  Drug  Administration 
would  only  be  on  interim  measure. 
These  comments  expressed  the  opinion 
that  deferring  action  on  this  proposal 
would  not  result  in  any  signficant  haz¬ 
ard  to  the  public  health. 

In  the  preamble  of  the  proposal  the 
Commissioner  stated  his  reasons  for 
separating  vitamin  A  and  vitamin  D 
from  the  other  vitamins  at  this  time  and 
establishing  levels  above  which  these 
vitamins  are  limited  to  prescription  dis¬ 
tribution.  The  continuing  information 
available  to  the  Commissioner  regarding 
the  toxicity  of  vitamin  A  and  vitamin  D 
and  the  continuing  reports  of  promotion 
of  large  amounts  of  these  vitamins  for 
a  variety  of  purposes  makes  this  action 
necessary  at  this  time  in  the  public  in¬ 
terest. 

3.  A  number  of  comments  from  indi¬ 
vidual  consumers  and  those  representing 
the  vitamin  industry  agreed  that  vitamin 
A  and  vitamin  D  are  toxic  in  amounts 
in  excess  of  known  requirements,  but 
stated  that  such  levels  are  much  higher 
than  the  limitations  proposed.  Some 
comments  offered  a  level  of  25,000  IU  of 
Vitamin  A  and  1.000  IU  of  Vitamin  D  as 
providing  a  sufficient  safety  margin  for 
known  toxicity.  Other  comments  con¬ 
tended  that  the  proposed  levels  were 
suitable  for  children,  but  higher  levels 
would  be  more  appropriate  for  adults.  A 
number  of  comments  felt  the  proposed 
levels  were  arbitrary  and  without  scien¬ 
tific  merit  or  support.  Several  of  the 
comments  had  made  a  review  and  pro¬ 
vided  their  own  analysis  of  the  bibliogra¬ 
phy  prepared  by  the  Food  and  Drug  Ad¬ 
ministration  at  the  time  the  proposal 
was  published  in  the  FEDERAL  REGIS¬ 
TER.  Generally,  these  comments  stated 
that  toxicity  below  50,000  IU  daily  for 
vitamin  A  was  rare  and  that  vitamin  D 
toxicity  reports  would  not  support  the 
vitamin  D  level  proposed. 

Several  other  comments  recommended 
lower  levels  than  those  proposed.  A 
comment  from  a  physician  at  a  uni¬ 
versity  School  of  Medicine,  Department 
of  Biochemistry,  supported  the  proposal, 
but  stated  that  5,000  IU  for  vitamin  A 
would  be  a  more  judicious  level.  Another 
comment  from  the  Department  of  Chem¬ 
ical  Pathology,  the  United  Liverpool  Hos¬ 
pitals,  Liverpool,  England,  included  a 
reference  to  a  paper  written  by  the  re¬ 
spondent  regarding  self-medication  with 
multivitamin  preparations  and  recom¬ 
mended  that  100  IU  of  vitamin  D  per 
dosa-ge  unit  be  the  limit  for  non-pre¬ 
scription  marketing. 

The  Commissioner  has  carefully  re¬ 
viewed  the  comments  and  analysis  re¬ 


garding  the  medical/scientific  justifica¬ 
tion  for  establishing  the  proposed  vita¬ 
min  A  and  vitamin  D  limits  and  finds 
that  such  comments  do  not  sufficiently 
support  a  revision  of  the  proposed  limits. 
No  evidence  refuted  the  toxicity  findings 
on  which  the  proposal  was  based,  and 
further  reports  of  toxicity  continue  to 
accumulate.  Based  on  consultation  with 
the  most  knowledgeable  experts  avail¬ 
able,  the  Commissioner  finds  that  the 
scientific  consensus  is  that  the  proposed 
limits  are  appropriate  at  this  time. 

The  Commissioner  of  Food  and  Drugs 
will  soon  publish  in  the  Federal  Register 
a  request  for  submission  of  all  data  and 
information  relevant  to  the  safety  and 
effectiveness  of  vitamins  and  minerals 
for  OTC  drug  use,  pursuant  to  the  pro¬ 
cedures  established  in  21  CFR  130.301, 
published  in  the  Federal  Register  on 
May  11,  1972  (37  FR  9464) .  The  members 
of  the  OTC  drug  review  panel  for  vi¬ 
tamin-mineral  drugs  are  presently  being 
selected.  This  panel  will  have  full  au¬ 
thority  to  review  and  re-evaluate  the 
proper  dividing  line  between  OTC  and 
prescription  levels  of  vitamin  A  and  vi¬ 
tamin  D.  and  to  recommend  to  the  Com¬ 
missioner  any  changes  in  the  regulations 
promulgated  by  this  order,  in  its  report. 
Thus,  the  levels  of  vitamin  A  and  vita¬ 
min  D  for  prescription  use  in  this  regu¬ 
lation  are  established  on  an  interim 
basis  only.  These  regulations  will  be  re¬ 
voked  upon  promulgation  of  a  final  OTC 
drug  monograph  for  vitamin-mineral 
drugs  incorporating  final  prescription 
levels  for  these  two  vitamins. 

4.  A  number  of  comments,  particularly 
those  from  individual  consumers,  state 
that  it  is  not  logical  to  require  a  prescrip¬ 
tion  for  dosage  levels  of  vitamins  that 
mav  be  lower  than  the  vitamin  content 
of  an  average  serving  of  certain  foods. 
A  few  comments  expressed  concern  that 
normal  diets  with  or  without  appropriate 
vitamin  supplementation  may  lead  to 
toxic  conditions. 

The  Commissioner  recognizes  that 
many  common  foods  contain  a  variety 
of  vitamins  and  minerals  in  widely  rang¬ 
ing  amounts,  and  that  some  common 
foods  contain  vitamin  A  in  excess  of 
10.000  IU  per  serving.  It  is  also  recog¬ 
nized,  however,  that  these  foods  par¬ 
ticularly  rich  in  vitamin  A  are  rarely 
consumed  daily  in  sufficient  quantity 
over  the  long  periods  of  time  required 
to  lead  to  toxic  manifestations.  The  con¬ 
cern  of  the  Food  and  Drug  Administra¬ 
tion  is  the  availability  of  vitamin  A  and 
vitamin  D  in  large  dosage  units  in  medi¬ 
cinal  forms,  i.e.  capsules  and  tablets, 
particularly  in  view  of  the  multiplicity 
of  other  sources  of  this  vitamin  in  the 
daily  diet.  The  convenience  of  ingestion 
in  this  form  on  a  routine  basis  encour¬ 
ages  excessive  intake  of  these  vitamins 
far  beyond  the  average  amounts  ingested 
in  normal  diets  of  conventional  food  over 
extended  periods  of  time.  Adequate 
amounts  of  vitamin  A  and  vitamin  D  will 
continue  to  be  available  as  dietary  sup¬ 
plements  and  are  not  being  removed 
from  the  market  place.  The  margins  of 
safety  provided  in  the  levels  established 
by  this  proposal  were  developed  to  take 
into  account  the  wide  ranges  of  vitamin 


content  in  foods  and  the  dosage  levels 
of  vitamin  A  and  vitamin  D  preparations 
that  are  usually  implicated  in  toxic  con¬ 
ditions. 

5.  Comment  was  received  that  consum¬ 
ers  would  be  able  to  ingest  as  many  dos¬ 
age  units  as  they  desired  and  therefore 
the  proposed  limits  would  have  no  effect. 
The  Commissioner  cannot  agree  with 
this  concept.  Today’s  consumers  are  in¬ 
creasingly  knowledgeable  and  are  con¬ 
cerned  about  the  health  and  safety  of 
themselves  and  their  family.  The  Com¬ 
missioner  believes  that  most  consumers 
will  carefully  consider  the  advisability  of 
taking  dosage  units  in  excess  of  suitable 
recommended  daily  dosages.  Conscien¬ 
tious  consumers  will  have  a  basis  upon 
which  to  make  a  judgment  as  to  their 
intake  of  these  vitamins.  The  fact  that 
a  small  number  of  consumers  will  abuse 
their  health  by  excessive  intakes  of 
drugs,  regardless  of  regulatory  and  other 
approaches  to  curtail  such  abuse,  is  no 
reason  to  forego  a  reasonable  regulation 
that  will  afford  appropriate  public  health 
protection  for  the  vast  majority  of  the 
public. 

6.  The  Committee  on  Nutrition,  Ameri¬ 
can  Academy  of  Pediatrics,  and  several 
other  respondents  commented  on  the 
special  needs  for  vitamin  D  in  foods  for 
special  dietary  use  in  specific  medical 
conditions.  Foods  designed  to  provide 
sound  nutrition  to  individuals  with  poor 
vitamin  D  absorption  require  higher 
than  normal  levels  of  vitamin  D.  Such 
individuals  may  require  dietary  intakes 
up  to  1000  IU  as  part  of  their  overall 
dietary  management. 

The  Commissioner  recognizes  that 
foods  represented  solely  for  use  under 
medical  supervision  to  meet  nutritional 
requirements  in  specific  medical  condi¬ 
tions  have  a  place  in  medical  care  of  a 
select  group  of  individuals  who  have 
diagnosed  conditions  that  will  benefit 
from  the  use  of  complete  foods  contain¬ 
ing  up  to  1000  IU  of  vitamin  D.  The  mar¬ 
keting  of  such  foods  is  permitted  in  com¬ 
pliance  with  5  125.1(h)  being  published 
elsew’here  in  this  issue  of  the  Federal 
Register.  The  regulation  for  vitamin  D 
has  been  revised  to  allow  this  limited  use 
of  a  higher  amount  of  vitamin  D  without 
a  prescription. 

7.  Comments  received  from  the  Coun¬ 
cil  on  Foods  and  Nutrition,  American 
Medical  Association,  endorse  the  pro¬ 
posal  and  include  reference  to  the  pos¬ 
sible  relationship  between  excess  vitamin 
D  and  hypercholesterolemia,  in  addition 
to  the  classic  form  of  vitamin  D  toxicity. 
The  Council  also  commented  that  the 
proposal  fails  to  mention  that  there  is 
no  recommended  dietary  allowance  for 
vitamin  D  for  adults,  since  their  needs 
are  considered  to  be  met  by  ordinary 
mixed  diets  and  exposure  to  sunlight. 
The  Council,  along  with  other  respond¬ 
ents,  raised  a  question  regarding  a  con¬ 
trolled  “overage”  to  assure  compliance 
with  label  declarations  of  the  amounts 
present. 

The  Food  and  Drag  Administration 
recognizes  that  there  is  no  recommended 
dietary  allowance  for  vitamin  D  in  adults 
except  during  pregnancy  and  lactation 
and  therefore  considers  vitamin  D  as  an 


FEDERAL  REGISTER,  VOL.  38,  NO.  143 — THURSDAY,  AUGUST  2,  1973 


RULES  AND  REGULATIONS 


20725 


optional  component  of  dietary  supple¬ 
ments  of  vitamins  and  minerals  for 
adults  and  older  children  (21  CFR  80.1). 
The  Commissioner  notes  that  within 
good  manufacturing  practices  reasonable 
overages  are  permissible  in  formulating 
drugs  and  these  are  recognized  in  the 
specification  ranges  used  in  determining 
whether  or  not  a  product  meets  its 
labeled  potency. 

8.  In  response  to  the  proposal,  the 
Wisconsin  Alumni  Research  Foundation 
resubmitted  comments  directed  to  a  pro¬ 
posal  regarding  vitamin  D  published  in 
the  Federal  Register  of  August  28,  1965 
(30  FR  11140).  The  previous  proposal 
was  more  restrictive  than  the  present  one 
and  contained  several  provisions  not  cur¬ 
rently  being  considered.  Of  significance 
in  this  comment  was  concern  by  the  Wis¬ 
consin  Alumni  Research  Foundation  that 
the  requirements  as  proposed  in  1965 
would  have  the  effect  of  decreasing  the 
vitamin  D  intake  by  the  general  public 
to  a  level  below  their  nutritional  needs. 

The  Commissioner  concludes  that  such 
a  situation  is  clearly  not  possible  as  a 
result  of  the  current  proposal,  which  is 
directed  only  at  the  use  of  vitamin  D  as 
a  drug.  As  a  result  of  the  vitamin  D  con¬ 
tent  of  milk  and  other  foods,  and  the 
availability  of  vitamin  D  in  dietary  sup¬ 
plements,  the  national  food  supply  pro¬ 
vides  ample  vitamin  D. 

9.  Several  manufacturers  commented 
that  the  effective  date  of  any  final  order 
with  respect  to  vitamin  A  and  vitamin  D 
should  be  the  same  uniform  effective  date 
established  for  recent  food  labeling  revi¬ 
sions.  Such  an  effective  date  would  per¬ 
mit  interstate  shipments  of  existing  high 
potency  products  through  December  31, 
1974.  Several  comments  also  requested 
that  those  vitamin  A  and  vitamin  D  prep¬ 
arations  already  in  commercial  chan¬ 
nels  be  allowed  continued  marketing 
until  existing  supplies  are  exhausted. 

Because  of  the  known  toxicity  and 
continuing  reports  of  toxic  conditions  re¬ 
sulting  from  large  dosages  over  a  period 
of  time,  the  Commissioner  concludes  that 
protracted  continuation  of  manufacture 
and  marketing  of  preparations  that  do 
not  meet  the  requirements  of  this  order 
is  not  justified.  However,  a  reasonable 
period  of  time  to  allow  for  orderly  re¬ 
formulation  and  relabeling,  where  neces¬ 
sary,  is  in  the  public  interest  to  assure 
continued  availability  of  vitamin  A  and 
vitamin  D  preparations.  Therefore,  this 
order  shall  become  effective  for  products 
labeled  beginning  October  1,  1973.  No 
recall  of  existing  stocks  is  deemed  neces¬ 
sary. 

10.  One  comment  from  a  manufac¬ 
turer  stated  that  the  proposal  conflicts 
with  the  limits  for  vitamin  A  established 
by  the  food  labeling  regulations  published 
in  the  January  19,  1973  Federal  Register 
(38  FR  2124).  The  Commissioner  finds 
no  conflict  between  this  drug  regulation 
and  the  food  regulations.  Those  vitamin 
A  preparations  within  the  ranges  speci¬ 
fied  in  §  80.1  are  considered  foods  and 
must  be  labeled  as  dietary  supplements. 
Those  preparations  containing  vitamin 
A  in  excess  of  the  upper  limit  of  these 
ranges,  but  less  than  the  proposed  pre¬ 


scription  drug  level,  are  OTC  drugs. 
Those  preparations  containing  in  excess 
of  10,000  IU  of  vitamin  A  per  dosage  unit 
are  prescription  drugs. 

11.  Several  comments  requested  that  a 
public  hearing  be  held  to  consider  the  is¬ 
sues  and  objections.  A  hearing  on  these 
matters  is  not  mandatory  under  section 
701(a)  of  the  act.  The  Commissioner 
concludes  that  a  hearing  is  inappropriate 
at  this  time  and  that  any  further  delay 
in  promulgation  of  these  regulations  is 
not  in  the  public  interest.  A  hearing  on 
this  issue  will  be  available  before  both 
the  advisory  drug  panel  and  the  Com¬ 
missioner  under  the  OTC  drug  review 
procedures. 

Having  considered  the  comments  re¬ 
ceived,  the  Commissioner  concludes  that 
the  proposed  regulations  are  in  the 
public  interest  and  should  be  adopted  as 
set  forth  below. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  502(a),  (f),  and  (j),  503(b), 
701(a),  52  Stat.  1050-1052,  as  amended, 
1055;  21  U.S.C.  352(a),  (f),  and  (j), 
353(b),  371(a))  and  under  authority 
delegated  to  the  Commissioner  (21  CFR 
2.120),  Part  3  is  amended  by  adding 
thereto  the  following  new  sections: 

§  3.94  Vitamin  A  preparations  for  oral 
use  as  drugs. 

(a)  Vitamin  A  is  an  essental  nutrient 
for  humans.  It  is  widely  recognized  that 
large  amounts  of  vitamin  A  can  cause 
adverse  effects,  some  of  which  are  serious. 
The  U.S.  Recommended  Daily  Allowance 
(U.S.  RDA)  for  vitamin  A  is  1500  Inter¬ 
national  Units,  (IU)  for  infants,  2500  IU 
for  children  under  4  years  of  age,  5000 
IU  for  adults  and  children  4  or  more  years 
of  age,  and  8000  IU  for  pregnant  or  lac- 
tating  women. 

(b)  In  view  of  the  toxicity  of  excessive 
consumption  of  vitamin  A,  the  Food  and 
Drug  Administration  finds  that,  in  order 
to  protect  the  public  health,  oral  prep¬ 
arations  containing  vitamin  A  in  excess 
of  10,000  IU  per  dosage  unit  or  recom¬ 
mended  daily  intake  are  drugs  sub¬ 
ject  to  section  503(b)(1)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  and  shall 
be  restricted  to  prescription  sale.  Such 
products  will  be  regarded  as  misbranded 
if  at  any  time  prior  to  dispensing  the 
following  conditions  are  not  met: 

(1)  The  label  bears  the  legend.  “Cau¬ 
tion:  Federal  law  prohibits  dispensing 
without  a  prescription” ;  and 

(2)  The  labeling  bears  full  disclosure 
information  as  required  by  §  1.106(b)  (3) 
(i)  of  this  chapter,  and  especially  appro¬ 
priate  warnings  regarding  vitamin  A 
toxicity. 

(c)  Preparations  containing  10.000  or 
less  IU  of  vitamin  A  per  dosage  unit  will 
be  regarded  as  misbranded  if  their  recom¬ 
mended  daily  intake  exceeds  10,000  IU. 

§  3.95  Vitamin  D  preparations  for  oral 
use  as  drugs. 

(a)  Vitamin  D  is  an  essential  nutrient 
for  humans.  It  is  widely  recognized  that 
vitamin  D,  when  ingested  daily  in  large 
amounts,  is  toxic.  The  U.S.  Recommended 
Daily  Allowance  (U.S.  RDA)  for  vitamin 
D  is  400  International  Units  (IU) . 


(b)  In  view  of  the  toxicity  of  the  exces¬ 
sive  consumption  of  vitamin  D,  the  Food 
and  Drug  Administration  finds  that,  in 
order  to  protect  the  public  health,  oral 
preparations  containing  vitamin  D  in  ex¬ 
cess  of  400  IU  per  dosage  unit  or  recom¬ 
mended  daily  intake  are  drugs  subject  to 
section  503(b)(1)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  shall  be  re¬ 
stricted  to  prescription  sale.  Such  prod¬ 
ucts  will  be  regarded  as  misbranded  if  at 
any  time  prior  to  dispensing  the  following 
conditions  are  not  met: 

(1)  The  label  bears  the  legend,  “Cau¬ 
tion:  Federal  law  prohibits  dispensing 
without  a  prescription”;  and 

(2)  The  labeling  bears  full  disclosure 
information  as  required  by  §  1.106(b)  '3) 
(i)  of  this  chapter,  and  especially  appro¬ 
priate  warnings  regarding  vitamin  D 
toxicity. 

(c)  Preparations  containing  400  or  less 
IU  of  vitamin  D  per  dosage  unit  will  be 
regarded  as  misbranded  if  their  recom¬ 
mended  daily  intake  exceeds  400  IU. 

(d)  Foods  which  are  represented  for 
use  solely  under  medical  supervision  to 
meet  nutritional  requirements  of  persons 
with  poor  vitamin  D  absorption  may  con¬ 
tain  vitamin  D  not  in  excess  of  1000  IU 
per  dosage  unit  or  recommended  daily 
intake. 

Effective  date.  This  order  shall  become 
effective  on  October  1,  1973  for  products 
labeled  on  or  after  that  date. 

(Secs.  502(a),  (f),  and  (J),  503(b) ,  701  (a) .  52 
Stat.  1050-1052,  as  amended,  1055;  21  U.S.C. 
352(a),  (f) ,  and  (J) ,  353(b) ,  371(a) ) 

Dated:  July  25,  1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 

and  Drugs. 

[FR  Doc.73-15703  Filed  8-l-73;8:45  am] 


PART  3— STATEMENTS  OF  GENERAL 
POLICY  OR  INTERPRETATION 
SUBCHAPTER  B— FOOD  AND  FOOD  PRODUCTS 

PART  121— FOOD  ADDITIVES 
Folic  Acid,  Potassium  Iodide  and  Kelp 

In  the  Federal  Register  of  January  19. 
1973,  the  Commissioner  of  Food  and 
Drugs  published  tentative  orders  revis¬ 
ing  regulations  for  food  for  special  die¬ 
tary  uses  and  establishing  a  definition 
and  standard  of  identity  for  dietary  sup¬ 
plements  of  vitamins  and  minerals 
(38  FR  2143,  2152).  In  the  preamble 
to  the  tentative  order  revising  the  regu¬ 
lations  for  foods  for  special  dietary  uses, 
the  Commissioner  stated  that  other  reg¬ 
ulations  governing  the  levels  of  the  food 
additives  folic  acid  and  iodine  would  be 
revised  at  a  later  date  to  make  them  con¬ 
sistent  with  the  levels  of  these  nutrients 
permitted  in  foods  for  special  dietary 
uses  and  in  dietary  supplements  of  vita¬ 
mins  and  minerals  (38  FR  2145). 

No  exceptions  were  received  objecting 
to  the  provisions  of  the  two  tentative 
orders  relating  to  the  levels  for  folic  acid 
and  iodine.  Elsewhere  in  this  issue  of  the 
Federal  Register  the  Commissioner  is 
publishing  a  final  order  promulgating 
those  new  regulations  with  the  levels  for 
folic  acid  and  Iodine  unchanged. 
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The  Commissioner,  having  evaluated 
the  Hearing  Record  in  the  proceeding 
that  led  to  adoption  of  the  new  regula¬ 
tions,  the  Recommended  Dietary  Allow¬ 
ances  established  by  the  National  Acad¬ 
emy  of  Sciences,  and  other  relevant  in¬ 
formation,  concludes  that  the  applicable 
regulations  should  be  amended  to  pro¬ 
vide  for  the  safe  use  of  folic  acid  and 
iodine. 

The  statement  of  policy  on  the  status 
of  folic  acid  contained  in  §  3.42  (21  CFR 
3.42)  was  adopted  in  1964  in  order  to 
emphasize  that  incorporation  of  any  level 
of  folic  acid  in  excess  of  the  permitted 
food  additive  level  would  require  the  sale 
of  the  product  as  a  prescription  drug. 
Pending  review  of  the  status  of  folic  acid 
by  the  OTC  vitamin-mineral  drug  panel 
pursuant  to  the  procedures  established 
in  §  130.301  (21  CFR  130.301),  the  Food 
and  Drug  Administration  will  continue 
this  policy.  Thus,  any  product  containing 
more  than  the  levels  of  folic  acid  estab¬ 
lished  in  this  regulation  in  the  daily  dos¬ 
age  recommended  or  suggested  will  be 
classified  as  a  prescription  drug  on  an 
interim  basis  until  a  final  OTC  drug 
monograph  on  this  ingredient  becomes 
effective.  In  order  to  make  it  clear  that 
the  OTC  vitamin-mineral  drug  panel  is 
entirely  free  to  reexamine  the  status  of 
folic  acid  at  levels  greater  than  those 
established  in  this  regulation,  however, 
the  Commissioner  has  concluded  that 
§  3.42,  which  is  now  obsolete,  should  be 
revoked. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs. 409,  701  (a),  52  Stat.  1049, 1055; 
21  U.S.C.  348.  371(a) )  and  under  author¬ 
ity  delegated  to  the  Commissioner  (21 
CFR  2.120) ,  Parts  3  and  121  are  amended 
as  follows: 

§  3.42  [Revoked] 

1.  In  Part  3  existing  §  3.42  is  hereby 
revoked. 

2.  In  Part  121: 

a.  Section  121.1134  is  revised  to  read 
as  follows: 

§  121.1134  Folic  acid  (folaein). 

Folic  acid  (folaein)  may  be  safely 
added  to  a  food  for  its  vitamin  property, 
provided  the  maximum  intake  of  the  food 
as  may  be  consumed  during  a  period  of 
one  day,  or  as  directed  for  use  in  the  case 
of  a  dietary  supplement,  will  not  result 
in  daily  ingestion  of  the  additive  in  ex¬ 
cess  of  0.4  milligram  for  foods  labeled 
without  reference  to  age  or  psysiological 
state:  and  wrhen  age  or  the  conditions 
of  pregnancy  or  lactation  are  specified, 
in  excess  of  0.1  milligram  for  infants, 
0.3  milligram  for  children  under  4  years 
of  age,  0.4  milligram  for  adults  and  chil¬ 
dren  4  or  more  years  of  age,  and  0.8 
milligram  for  pregnant  or  lactating 
women. 

b.  Section  121.1073  is  amended  by  re¬ 
vising  paragraph  (a)  to  read  as  follows: 

§  121.1073  Potassium  iodide. 

*  *  •  •  * 

(a)  Potassium  iodide  may  be  safely 
added  to  a  food  as  a  source  of  the  essen¬ 
tial  mineral  iodine,  provided  the  maxi¬ 


mum  intake  of  the  food  as  may  be 
consumed  during  a  period  of  one  day,  or 
as  directed  for  use  in  the  case  of  a  dietary 
supplement,  will  not  result  In  daily  In¬ 
gestion  of  the  additive  so  as  to  provide 
a  total  amount  of  iodine  in  excess  of  225 
micrograms  for  foods  labeled  without 
reference  to  age  or  physiological  state; 
and  when  age  or  the  conditions  of  preg¬ 
nancy  or  lactation  are  specified,  in  excess 
of  45  micrograms  for  infants,  105  micro¬ 
grams  for  children  under  4  years  of  age, 
225  micrograms  for  adults  and  children 
4  or  more  years  of  age,  and  300  micro¬ 
grams  for  pregnant  or  lactating  women. 

♦  *  *  *  * 

c.  Section  121.1149  is  amended  by  re¬ 
vising  the  first  sentence  to  read  as  fol¬ 
lows: 

§  121.1149  Kelp. 

Kelp  may  be  safely  added  to  a  food  as 
a  source  of  the  essential  mineral  iodine, 
provided  the  maximum  intake  of  the  food 
as  may  be  consumed  during  a  period  of 
one  day,  or  as  directed  for  use  in  the  case 
of  a  dietary  supplement,  will  not  result  in 
daily  ingestion  of  the  additive  so  as  to 
provide  a  total  amount  of  iodine  in  excess 
of  225  micrograms  for  foods  labeled  with¬ 
out  reference  to  age  or  physiological 
state;  and  when  age  or  the  conditions  of 
pregnancy  or  lactation  are  specified,  in 
excess  of  45  micrograms  for  infants,  105 
micrograms  for  children  under  4  years  of 
age,  225  micrograms  for  adults  and  chil¬ 
dren  4  or  more  years  of  age,  and  300 
micrograms  for  pregnant  or  lactating 
women.  *  *  * 

Any  person  who  will  be  adversely  af¬ 
fected  by  the  foregoing  order  may  at 
any  time  on  or  before  September  4,  1973, 
file  wTith  the  Hearing  Clerk,  Food  and 
Drug  Administration,  Rm.  6-88,  5600 
Fishers  Lane,  Rockville,  MD  20852, 
written  objections  thereto.  Objections 
shall  show  wherein  the  person  filing  will 
be  adversely  affected  by  the  order,  specify 
with  particularity  the  provisions  of  the 
order  deemed  objectionable,  and  state 
the  grounds  for  the  objections.  If  a  hear¬ 
ing  is  requested,  the  objections  shall 
state  the  issues  for  the  hearing,  shall  be 
supported  by  grounds  factually  and 
legally  sufficient  to  justify  the  relief 
sought,  and  shall  include  a  detailed  de¬ 
scription  and  analysis  of  the  factual  in¬ 
formation  intended  to  be  presented  in 
support  of  the  objections  in  the  event 
that  a  hearing  is  held.  Objections  may 
be  accompanied  by  a  memorandum  or 
brief  in  support  thereof.  Six  copies  of 
all  documents  shall  be  filed.  Received  ob¬ 
jections  may  be  seen  in  the  above  office 
during  working  hours,  Monday  through 
Friday. 

Effective  date.  This  order  shall  become 
effective  on  August  2,  1973. 

(Secs.  409,  701(a),  62  Stat.  1049,  1055;  21 
U.S.C.  348,  371(a) ) 

Dated:  July  25, 1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 
and  Drugs. 

[FR  Doc.73-15704  Filed  8-1-73:8:45  am] 


PART  11— STANDARDS  OF  QUALITY  FOR 

FOODS  FOR  WHICH  THERE  ARE  NO 

STANDARDS  OF  IDENTITY 

A  notice  of  proposed  rulemaking  was 
published  in  the  Federal  Register  of 
September  23,  1972  (37  FR  20038)  which 
set  forth  general  principles  for  the  estab¬ 
lishment  of  microbiological  quality 
standards  for  foods.  The  notice  also  con¬ 
tained  proposed  microbiological  quality 
standards  for  frozen  ready-to-eat  ba¬ 
nana,  coconut,  chocolate,  or  lemon 
cream-type  pies  and  food  grade  gelatin. 
Interested  persons  were  invited  to  sub¬ 
mit  coments  on  the  proposal  within  60 
days. 

A  total  of  25  comments  were  received. 
In  support  of  the  proposal  were  6  con¬ 
sumer  comments,  and  one  comment  each 
from  a  consumer  organization,  a  health 
association,  a  State  official  and  a  food 
consultant.  In  opposition  to  the  proposal 
were  12  comments  from  industry  and 
industry  associations,  and  one  comment 
each  from  a  consumer  organization,  a 
university  research  organization,  and  a 
food  bacteriologist. 

1.  One  comment  stated  it  would  be  con¬ 
fusing  to  establish  a  standard  of  quality 
without  defining  the  product  in  a  stand¬ 
ard  of  identity.  Another  comment  con¬ 
sidered  it  unreasonable  to  establish  a 
standard  of  quality  without  establish¬ 
ing  a  standard  of  identity  because  of  the 
close  interrelationship  between  identity 
and  quality.  One  comment  questioned  the 
establishment  of  microbiological  quality 
standards  only  for  foods  having  no 
standard  of  identity. 

The  Commissioner  of  Food  and  Drugs 
concludes  that  section  401  of  the  act  au¬ 
thorizes  the  promulgation  of  a  standard 
of  quality  for  a  food  without  establish¬ 
ing  a  standard  of  identity.  The  Commis¬ 
sioner  also  concludes  that  the  product 
descriptions  of  cream-type  pies  and  food 
grade  gelatin  in  the  regulations  setting 
microbiological  quality  standards  for 
those  foods  are  sufficient  to  describe  the 
foods  subject  to  the  standards.  No  com¬ 
ment  indicated  any  confusion  as  to  the 
foods  to  be  subject  to  these  first  quality 
standards. 

Creation  of  new'  Part  II  standards  of 
quality  for  foods  for  which  there  are  no 
standards  of  identity  does  not  limit  es¬ 
tablishment  of  microbiological  or  other 
quality  standards  to  nonstandarized 
foods.  When  a  standard  of  identity  exists 
for  a  food  a  microbiological  quality 
standard  for  that  food  will  be  codified 
in  the  same  part  of  the  Code  of  Federal 
Regulations  as  the  standard  of  identity. 
In  the  absence  of  a  standard  of  identity, 
a  microbiological  or  other  quality  stand¬ 
ard  will  be  included  in  the  new  Part  II 
established  by  this  order. 

2.  Comments  opposing  the  proposal 
contended  that  microbial  levels  are  not 
indicators  of  food  quality  because  of  the 
absence  of  a  perceptible  difference  in  or¬ 
ganoleptic  quality  between  a  food  with  a 
microbial  content  within  the  proposed 
limits  and  a  food  having  a  microbial  con¬ 
tent  in  excess  of  the  limits. 

The  Commissioner  does  not  agree  with 
these  comments.  The  courts  have  long 
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recognized  that  the  proper  scope  of  the  tion.  The  GMP  regulations  are  generally  to  the  use  of  the  word  “bacteria”  in  the 
act  in  regulating  the  quality  of  food  is  limited  to  manufacturing  procedures  proposed  label  statement  of  substandard 
not  limited  to  factors  which  are  organo-  and  usually  do  not  extend  to  distribution  quality  because  it  suggests  a  danger  to 
leptically  perceptible  to  the  consumer,  and  retail  sale,  while  the  consumer  is  health  to  the  consumer.  Suggestions 
Thus,  for  example,  the  Commissioner  has  entitled  to  be  informed  of  excessive  levels  were  made  that  the  statement  of  sub¬ 
established  defect  action  levels  for  un-  of  microbial  organisms  regardless  standard  quality  provided  for  by  §  10.7 
avoidable  filfth  in  food  in  the  Federal  whether  they  result  from  manufacturing,  (21  CFR  10.7)  be  used.  One  comment 
Register  of  January  5,  1973  (38  FR  854),  distribution,  or  retailing  practices,  suggested  use  of  the  statement  “This 
although  organoleptically  imperceptible  Where  the  need  and  sufficient  data  exist  product  does  not  meet  the  bacteria 
to  the  consumer  and  posing  no  health  for  the  promulgation  of  a  quality  stand-  standards  but  is  considered  safe  for  hu- 
risk.  Indeed,  those  factors  which  a  con-  ard,  it  would  not  be  in  the  interest  of  man  consumption.” 
sumer  cannot  detect  for  himself,  but  consumers  to  delay  promulgation  until  The  Commissioner  agrees  that  many 
which  are  important  to  him,  are  perhaps  an  appropriate  GMP  could  also  be  consumers  will  choose  not  to  buy  a  sub- 

most  deserving  of  attention  by  the  Food  developed.  standard  quality  food  labeled  as  such, 

and  Drug  Administration.  The  Commis-  As  stated  in  the  proposal,  compliance  Past  experience  indicates  that  few  manu- 
sioner  concludes  that  it  is  reasonable  and  with  the  microbiological  quality  stand-  facturers  destroy  large  lots  of  substand- 
in  the  interest  of  consumers  to  establish  ards  does  not  excuse  failure  to  observe  ard  quality  food.  Substandard  quality 
microbiological  quality  standards  for  either  the  requirements  of  section  food,  when  properly  labeled  as  such,  is  a 
foods  so  that  the  consumer  may  have  402(a)  (4)  of  the  act  or  the  GMP  regu-  legitimate  article  of  commerce  and  has 
some  assurance,  where  such  standards  lations.  Evidence  obtained  through  a  been  marketed  for  years.  The  marketing 
have  been  promulgated,  that  only  reason-  factory  inspection  indicating  a  violation  of  food  substandard  in  microbiological 
able  levels  of  microorganisms  exist  in  the  of  the  GMP  regulations  renders  the  food  quality  would  be  likely  to  follow  the  mar- 
food.  Microbial  levels  in  foods  are  indie-  unlawful,  even  though  the  food  contains  keting  patterns  that  already  exist  for 
ative  of  such  elements  of  quality  as  the  levels  of  microorganisms  lower  than  substandard  quality  food.  It  is  in  the 
excellence  of  the  raw  materials  and  in-  those  promulgated  in  a  microbiological  interest  of  consumers  that  an  explicit 
gredients  used,  the  degree  of  control  quality  standard.  Conversely,  compliance  informative  label  statement  of  substand- 
present  at  the  time  of  processing,  and  the  with  the  GMP  regulations  and  other  re-  ard  quality  be  required, 
distribution  and  storage  conditions  ex-  quirements  of  the  act  does  not  excuse  The  statement  of  substandard  quality 
perienced  by  the  food.  failure  of  a  product  to  meet  the  micro-  provided  in  §  10.7  is  not  considered  ap- 

3.  One  comment  suggested  listing,  for  biological  quality  standards.  propriate  for  foods  substandard  in 

each  food,  bacteria  that  are  considered  5.  Most  of  the  comments  opposing  the  microbiological  quality  for  the  reasons 
pathogenic.  One  comment  suggested  that  proposal  objected  to  the  microbiological  stated  in  the  proposal.  The  Commis- 

the  proposal  include  the  microbial  level  quality  standards  being  applicable  to  a  sioner  agrees  that  some  consumers  may 
at  which  the  product  is  considered  food  after  it  leaves  the  direct  control  of  relate  the  term  “excessive  bacteria”  with 
adulterated.  One  comment  considered  the  manufacturer.  It  was  stated  that  a  danger  to  health.  However,  it  is  not  pos- 
certain  statements  in  the  preamble  con-  food  in  compliance  with  the  standards  sible  to  state  that  excess  bacteria  cannot 
cerning  pathogenic  microorganisms  in-  when  it  leaves  the  manufacturer’s  con-  create  a  health  hazard.  Therefore,  the 
appropriate  and  inaccurate  because  the  trol  may  subsequently  experience  an  in-  Commissioner  concludes  that  this  state- 
proposal  does  not  pertain  to  public  crease  in  microbial  level  causing  it  to  fail  ment  of  substandard  quality  should  not 
health  matters.  Two  comments  con-  to  meet  the  standards.  be  changed. 

sidered  the  reference  to  the  Grade  A  The  Commissioner  is  aware  this  situa-  7.  Several  comments  objected  that  no 
milk  standard  as  misleading  and  inap-  tion  could  occur,  as  a  result  of  abuse  dur-  reference  was  made  to  the  fact  that  in 
propriate  for  the  reason  that  the  Grade  ing  shipping,  storage,  or  retail  sale.  How-  certain  foods  microorganisms  are  delib- 
A  milk  standard  was  designed  to  protect  ever,  restricting  application  of  the  stand-  erate,  desirable  ingredients.  One  com- 
the  public  health.  ards  to  the  limited  time  the  product  is  ment  stated  that  microbiological  quality 

Pathogens  in  food  are  covered  under  under  the  manufacturer's  control  would  standards  should  not  apply  to  canned 
the  adulteration  provisions  of  the  act,  not  assure  that  the  product  would  be  in  foods. 

and  are  not  within  the  scope  of  these  compliance  with  the  standards  when  it  The  Commissioner  recognizes  that 
regulations  which  are  limited  to  quality  reached  the  consumer,  and  therefore,  certain  microorganisms  are  deliberate, 
factors  not  involving  adulteration.  The  would  not  be  in  the  interest  of  the  con-  desirable  ingredients  in  some  foods  and 
purpose  of  statements  in  the  proposal  sumer.  The  consumer  rightly  expects  the  in  such  instances  cannot  be  considered 
concerning  pathogenic  microorganisms  quality  of  food  to  be  adequately  and  con-  as  inverse  factors  of  quality.  The  con- 
is  to  draw  the  distinction  between  patho-  tinuously  protected  through  the  point  trolled  use  of  microorganisms  is  useful 
genic  microorganisms  and  microbiologi-  of  retail  sale.  Regulatory  action  can  and  and  desirable  to  impart  a  particular 
cal  quality  standards.  The  reference  will  be  taken  against  a  product  that  is  flavor,  odor  or  other  desirable  charac- 
made  in  the  proposal  to  the  Grade  A  substandard  in  quality  and  which  fails  to  teristic  to  food  such  as  cheese  and  other 
milk  standard  was  intended  only  to  point  bear  the  label  statement  of  substandard  dairy  products.  The  proposal  was  not 
out  an  existing  microbial  limit  for  a  food,  quality,  regardless  whether  the  product  intended  to  effect  any  change  in  current 

4.  A  common  suggestion  of  most  of  the  deterioration  occurred  during  manufac-  good  manufacturing  practices  in  such 

opposing  comments  was  that  microbial  ture  or  subsequently  during  distribution  controlled  use  of  microorganisms,  and 
limits  should  be  established  as  guidelines  or  retailing.  This  will  provide  incentive  microbiological  quality  standards  would 
under  the  good  manufacturing  practices  to  manufacturers,  distributors,  and  re-  not  be  established  which  would  prohi- 
(GMP)  regulations  (Part  128  of  this  tailers  to  take  positive  measures  to  in-  bit  the  use  of  such  desirable  microor- 
chapter)  in  lieu  of  being  promulgated  as  sure  that  foods  are  handled  properly.  ganisms.  Microbiological  quality  stand- 

quality  standards.  The  comments  6.  All  but  two  of  the  opposing  com-  ards  would  not  be  apppropriate  for 
stressed  that  the  establishment  of  micro-  ments  objected  to  the  label  statement  of  sterilized  foods  or  food  processed  and 
bial  limits  as  GMP  guidelines  would  substandard  quality.  Many  comments  packaged  to  maintain  commercial 
place  the  emphasis  and  responsibility  for  stated  that  a  product  so  labeled  would  be  sterility,  such  as  canned  foods, 
microbial  levels  in  food  on  the  manu-  unsaleable  to  the  consumer.  Some  com-  8.  One  of  the  opposing  comments  ob- 
facturing  process  and  the  manufacturer,  ments  stated  substandard  food  would  be  jected  to  the  concept  of  microbiologi- 

The  Commissioner  concludes  that  sold  only  in  salvage  stores  and  institu-  cal  quality  because  it  does  not  conform 
mircobiological  quality  standards  should  tions  to  be  used  only  by  the  underprivi-  to  the  definitions  of  “condition”  and 
be  promulgated  separately  from  the  leged  or  unaware  consumers.  Several  “quality”  contained  in  the  United 
GMP  regulations  for  several  reasons,  comments  indicated  that  manufacturers  States  Department  of  Agriculture 
The  GMP  regulations  are  promulgated  would  destroy  substandard  food  rather  (USDA)  regulations  for  food  grades, 
for  the  efficient  enforcement  of  the  adul-  than  use  the  proposed  label  statement  re-  The  terms  “quality”  and  “condition” 
teration  provisions  of  the  act,  while  the  suiting  in  the  loss  of  wholesome  food,  the  as  used  by  USDA  usually  pertain  to 
microbiological  quality  standards  are  cost  of  which  would  ultimately  be  borne  factors  that  are  noticeable  to  the  con- 
not  based  on  consideration  of  adultera-  by  the  consumer.  Objections  were  made  sumer.  New  Part  11  concerns  factors  of 
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quality  which  will  usually  be  impercep¬ 
tible  to  the  consumer.  Therefore,  the 
Commissioner  concludes  that  there  Is  no 
conflict  between  the  proposal  and  USDA 
regulations  concerning  food  grades. 

9.  One  comment  indicated  that  micro¬ 
biological  quality  standards  could  pre¬ 
vent  a  manufacturer  currently  using 
artificial  ingredients  from  using  natural 
flavors  and  spices  that  usually  have 
higher  microbial  levels.  Several  com¬ 
ments  questioned  the  proposal  on  the 
basis  that  the  microbial  level  increases 
in  some  foods  and  decreases  in  others 
during  storage.  However,  no  data  were 
submitted  supporting  the  concept  that 
the  microbiological  quality  standards 
would  limit  the  choice  of  ingredients 
and  none  were  submitted  concerning 
the  change  in  microbial  content  during 
storage  or  distribution. 

The  Commissioner  is  aware  that  the 
microbial  level  in  foods  can  be  changed 
by  storage  and  other  conditions  and  is 
aware  of  variations  in  microbial  levels  of 
different  ingredients.  The  existence  of 
such  variables  was  considered  and  is  re¬ 
flected  in  the  microbial  limits  contained 
in  the  proposal.  The  existence  of  varia¬ 
tions  in  microbial  levels  does  not,  how¬ 
ever,  justify  excessive  microbial  levels 
above  the  quality  standards,  without  a 
label  statement  advising  consumers. 

10.  One  comment  questioned  the  ap¬ 
plication  of  microbiological  quality 
standards  for  a  food,  such  as  food  grade 
gelatin,  which  is  often  used  as  an  in¬ 
gredient  of  another  food. 

The  Commissioner  concludes  that  a 
standard  of  quality  applies  regardless 
whether  the  food  is  intended  to  be  used 
or  sold  as  such  or  is  intended  for  use  as 
an  ingredient  in  another  product.  The 
standard  of  quality  applies  only  to  the 
food  described  in  the  standard  and  does 
not  apply  to  another  food  solely  on  the 
basis  that  it  contains  the  standardized 
food  as  an  ingredient. 

11.  One  comment  suggested  the  use  of 
a  limit  for  enterococci  in  place  of  the 
coliform  organism  limit  in  the  proposed 
standards  because  coliform  organism 
counts  are  sharply  reduced  by  freezing. 

A  limit  for  enterococci  cannot  be  used 
at  this  time  for  frozen  cream-type  pies 
and  food  grade  gelatin  since  the  study 
providing  the  basis  for  the  proposed 
standards  did  not  include  data  on  enter¬ 
ococci.  Although  coliform  organisms  may 
be  more  susceptible  than  enterococci  to 
freezing  temperatures,  the  level  of  con¬ 
forms  is  nevertheless  a  reasonable  indi¬ 
cator  of  quality.  The  Food  and  Drug  Ad¬ 
ministration  has  not  used  enterococcus 
determinations  routinely  because  of 
limitations  in  determination  procedures. 
Recent  information  indicates  the  metho¬ 
dology’  has  improved  and  the  routine  use 
of  enterococcus  determinations  is  being 
studied. 

12.  Several  comments  claimed  that  the 
time  required  for  microbial  testing,  pro¬ 
duction  delays  pending  the  test  results, 
and  the  relabeling  of  a  packaged  lot 
would  increase  the  cost  of  the  food  and 
could  potentially  cause  higher  micro¬ 
bial  levels  in  the  food.  It  was  stated  that 
it  is  impractical  to  delay  the  production 
process  until  the  microbial  test  results 


of  a  lot  in  production  are  completed.  It 
was  further  stated  that  if  production  was 
not  delayed  and  the  tests  subsequently 
revealed  a  lot  to  be  in  excess  of  a  micro¬ 
bial  standard,  each  package  in  the  lot 
w’ould  have  to  be  uncased  and  relabeled. 

Microbiological  quality  control  test¬ 
ing  of  foods  is  not  new  or  unique  and  the 
Commissioner  concludes  that  such  test¬ 
ing  by  food  manufacturers  is  practicable. 
Adequate  processing  controls  should 
make  it  unnecessary  to  delay  production 
of  a  lot  pending  test  results  since  the  use 
of  adequate  quality  controls  w’ould  make 
the  production  of  a  substandard  quality 
lot  an  infrequent  occurrence.  The  time 
required  for  microbial  tests  does  not  ex¬ 
ceed  96  hours  and  will  not  cause  a  serious 
problem  for  the  manufacturer  in  holding 
a  finished  lot  under  his  control  until  the 
test  results  are  completed.  The  labeling 
of  packaged  lots  is  impractical  on  a  rou¬ 
tine  basis  but  is  a  common  method  of 
correcting  infrequent  labeling  errors.  Al¬ 
though  there  wall  be  some  additional  cost 
in  establishing  quality  control  procedures 
for  those  firms  that  do  not  now  have 
adequate  quality  control  procedures,  it 
is  not  expected  that  significant  increased 
costs  would  result  from  implementation 
of  the  proposal. 

13.  One  industry  comment  suggested 
that  the  proposal  allow  the  manufacturer 
to  reprocess  substandard  quality  lots  for 
food  use  or  to  divert  them  to  non-food 
use.  No  specific  reprocessing  procedures 
were  suggested  in  the  comment. 

The  Commissioner  will  not  agree  to 
any  reprocessing  procedure  to  bring  sub¬ 
standard  quality  food  into  compliance 
with  these  standards  unless  it  is  clearly 
evident  that  such  procedure  will  not 
cause  the  reprocessed  food  to  be  inferior 
in  any  respect.  The  diversion  of  sub¬ 
standard  quality  food  to  non-food  use  is 
not  precluded  by  the  regulation. 

14.  Some  of  the  comments  objected  to 
the  sampling  and  testing  procedures  of 
the  proposal,  stating  that  they  were  in¬ 
flexible  and  required  excessive  testing. 
One  comment  suggested  the  terms  “lot” 
and  “unit”  be  defined. 

The  sole  purpose  of  the  sampling  plan 
contained  in  the  proposal  is  to  specify 
the  plan  that  will  be  used  by  the  Food  and 
Drug  Administration  to  determine 
whether  a  lot  is  in  compliance  with  the 
standard.  The  proposal  does  not  require 
manufacturers  or  others  to  use  the  sam¬ 
pling  plan.  Manufacturers  and  others  may 
use  any  type  of  sampling  and  testing 
plan  they  choose,  but  they  should  make 
certain  that  any  plan  used  to  check  com¬ 
pliance  with  the  standards  will  produce 
results  compatible  with  those  of  the  com¬ 
pliance  plan  contained  in  the  regulation. 
Failure  to  institute  adequate  quality  con¬ 
trol  procedures  may  substantially  in¬ 
crease  a  manufacturer’s  risk  of  produc¬ 
ing  foods  not  in  compliance  with  the 
proposed  standards. 

The  terms  used  in  the  sampling  and 
testing  procedures  of  the  proposal  have 
been  defined.  For  purposes  of  determin¬ 
ing  quality  factors  related  to  manufac¬ 
ture,  processing,  or  packing,  a  lot  is  de¬ 
fined  as  a  collection  of  primary  contain¬ 
ers  or  units  of  the  same  size,  type,  and 
style  produced  under  conditions  as  nearly 


uniform  as  possible  and  usually  desig¬ 
nated  by  a  common  container  code  or 
marking,  or  in  the  absence  of  any  com¬ 
mon  container  code  or  marking  a  day’s 
production.  For  purposes  of  determining 
quality  factors  related  to  distribution  and 
storage,  a  lot  is  defined  as  a  collection  of 
primary  containers  or  units  transported, 
stored,  or  held  under  conditions  as  nearly 
uniform  as  possible.  Examples  of  a  “lot” 
are  containers  or  units  produced  during 
the  same  shift  or  day,  transported  or 
stored  as  a  single  item  of  trade.  A  “sam¬ 
ple”  is  a  composite  of  10  subsamples 
(consumer  units),  taken  one  from  each 
of  10  different  randomly  chosen  shipping 
cases,  to  be  representative  of  a  given  lot. 
An  "analytical  unit”  is  defined  as  a  por¬ 
tion  of  food  taken  from  a  subsample  of  a 
sample  for  the  purpose  of  analysis. 

15.  One  comment  objected  that  the  use 
of  a  microbial  count  limit  does  not  allow 
the  occasional  high  count  lots  to  meet 
the  standard.  Another  comment  objected 
to  the  microbial  limits  being  expressed 
as  geometric  means  because  this  allows 
a  sample  with  some  very  high  count  units 
to  meet  the  standard.  One  comment 
stated  that  insufficient  data  were  pro¬ 
vided  to  properly  evaluate  the  proposed 
microbial  limits.  One  comment  stated 
that  it  is  not  clear  if  the  microbial  limits 
apply  to  each  individual  unit  or  to  the 
10  units  totally.  Another  comment  sug¬ 
gested  the  proposal  provide  for  a  resam¬ 
pling  of  the  lot  to  confirm  the  initial  test. 

Complete  assurance  that  every  con¬ 
tainer  or  unit  of  a  lot  is  in  compliance 
with  the  proposed  standards  would  of 
course  require  destructive  analysis  of  the 
entire  lot.  Therefore,  a  statistical  ap¬ 
proach  involving  analysis  of  a  repre¬ 
sentative  sample  from  the  lot  is  appro¬ 
priate.  The  Commissioner  concludes  that 
the  proposed  microbial  limits,  when  ap¬ 
plied  to  a  lot  sampled  and  tested  in  the 
manner  set  forth  in  the  regulation,  af¬ 
ford  a  reasonable  basis  for  judgment  of 
the  microbiological  quality  of  the  lot  and 
that  it  is  not  necessary  or  appropriate  to 
conduct  confirmatory  resampling  and 
retesting. 

The  sampling  and  analytical  procedure 
requires  that  the  microbiological  quality 
of  a  lot  be  determined  on  the  basis  of  the 
“geometric  mean”  (rather  than  a  simple 
arithmetic  average)  of  the  analytical 
results  derived  from  the  ten  analytical 
units.  Microbial  growth  increases  accord¬ 
ing  to  geometric  progression.  The  most 
appropriate  method  of  expressing  the 
average  of  a  group  of  data  representing 
a  geometric  progression  such  as  microbial 
levels  is  by  the  geometric  mean.  Also  the 
geometric  mean  is  less  subject  to  distor¬ 
tion  by  the  occasional  high  or  low  ex¬ 
treme  encountered  in  microbial  counts 
than  is  the  more  common  arithmetic 
average.  The  Commissioner  concludes 
that  the  sampling  and  testing  procedures 
contained  in  the  proposal  have  been 
evaluated  statistically  and  judged  to  be 
satisfactory.  Additional  information  in 
this  regard  may  be  obtained  from  the 
statistical  staff  of  the  Food  and  Drug 
Administration’s  Bureau  of  Foods. 
Should  additional  information  become 
available  that  justifies  any  change  In 
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these  procedures  the  standard  will  be 
amended. 

16.  Two  comments  questioned  the  dis¬ 
parity  between  the  5,000  grams  aerobic 
plate  count  (APC)  limit  for  pharmaceu¬ 
tical  gelatin  contained  in  the  United 
States  Pharmacopoeia  (U.S.P.) ,  18th  re¬ 
vision,  and  the  3,000  grams  APC  that  is 
contained  in  the  proposal  for  food  grade 
gelatin. 

These  values  cannot  be  compared  di¬ 
rectly  since  (a)  the  standard  for  food 
grade  gelatin  is  based  upon  a  geometric 
mean  of  the  aerobic  plate  counts  of  the 
10  units  tested  per  sample,  whereas  the 
standard  for  pharmaceutical  gelatin  is 
based  upon  a  count  obtained  from  a  dry 
composite  of  1  gram  portions  from  not 
less  than  10  packages  or  containers  of 
gelatin;  (b)  the  bacterial  growth  me¬ 
dium  used  for  pharmaceutical  gelatin  is 
not  the  same  as  that  used  for  food  grade 
gelatin,  and  (c)  the  incubation  temper¬ 
ature  specified  for  pharmaceutical  grade 
gelatin  is  30-35°  C,  whereas,  35°  C  is 
specified  for  food  grade  gelatin. 

Both  the  plating  medium  and  the  in¬ 
cubation  temperature  used  to  determine 
the  aerobic  plate  count  will  affect  the 
apparent  count.  The  selection  of  an  aer¬ 
obic  plate  count  done  using  Standard 
Methods  Agar  and  an  incubation  period 
of  35°  C  was  made  for  food  grade  gelatin 
so  that  the  methodology  used  for  this 
food  would  be  similar  to  that  commonly 
used  for  other  foods.  The  data  on  food 
grade  gelatin  used  to  create  the  proposed 
standard  included  aerobic  plate  count 
values  for  all  manufacturers  of  food 
grade  gelatin  in  the  United  States  at  the 
time  of  the  survey  and  the  data  are  based 
upon  aerobic  plate  counts  using  Standard 
Methods  Agar  at  35°  C.  The  Commis¬ 
sioner  concludes  that  there  is  no  conflict 
with  the  U.S.P.  standard  and  that  no 
change  in  the  proposal  is  warranted. 

17.  One  comment  stated  that  the  3,000 
APC  is  not  feasible  because  of  wide  vari¬ 
ability  of  plate  counts  on  gelatin. 

The  data  on  food  grade  gelatin  fully 
support  the  3,000  grams  APC  level  of  the 
proposal.  A  higher  APC  level  cannot  be 
statistically  justified  based  on  the  food 
grade  gelatin  data.  The  variability  of 
plate  count  values  was  considered  in  es¬ 
tablishing  the  proposed  microbial  levels. 

18.  One  comment  inquired  if  the  mi¬ 
crobial  tests  for  cream-type  pies  are  to 
be  made  on  the  entire  pie  including  the 
crust  or  only  on  the  pie  filling. 

The  Commissioner  advises  that  tests 
are  to  be  made  on  the  entire  pie  includ¬ 
ing  the  crust. 

19.  A  comment  from  a  food  consultant 
recommended  significantly  lower  micro¬ 
bial  limits  for  frozen  ready-to-eat  cream- 
type  pies  and  food  grade  gelatin. 

Data  were  not  submitted  and  the  rec¬ 
ommendation  cannot  be  accepted  with¬ 
out  adequate  supporting  data. 

20.  After  publishing  this  proposal,  the 
Commissioner  published  an  additional 
proposal  for  a  standard  of  quality  cover¬ 
ing  bottled  water,  for  a  food  for  which 
there  is  no  standard  of  identity,  in  the 
Federal  Register  of  January  8,  1973  (38 
FR  1019).  That  proposed  standard  of 
quality  relates  to  both  microbiological 


and  other  quality  factors.  The  Commis¬ 
sioner  concluded  that  new  Part  11 
should  be  utilized  for  all  standards  of 
quality  for  foods  for  which  there  is  no 
standard  of  identity,  regardless  whether 
the  quality  factors  involve  microbiolog¬ 
ical  or  other  considerations.  Accord¬ 
ingly,  the  term  “microbiological”  has 
been  deleted  from  the  heading  of  the 
new  Part  and  Subpart  A  has  been  re¬ 
vised  accordingly.  The  standard  of  qual¬ 
ity  for  bottled  water  will  be  published 
in  the  Federal  Register  in  the  near 
future. 

All  comments  and  other  relevant  ma¬ 
terial  have  been  carefully  considered  by 
the  Commissioner  and,  where  deemed  to 
be  appropriate,  have  been  incori>orated 
in  the  final  regulation.  Accordingly,  the 
Commissioner  concludes  that  standards 
should  be  promulgated  as  set  forth  below. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (secs.  401,  403,  701,  52  Stat.  1046, 
1047,  and  1055-1056,  as  amended  by  70 
Stat.  919  and  72  Stat.  948;  21  U.S.C.  341, 
343,  371)  and  under  the  authority  dele¬ 
gated  to  the  Commissioner  (21  CFR 
2.120),  Chapter  I  of  Title  21  of  the  Code 
of  Federal  Regulations  is  amended  by 
establishing  a  new  Part  11  as  follows: 

Subpart  A — General 

Sec. 

11.1  General  principles. 

11.2  Definitions. 

Subpart  B — Standards  of  Quality 

11.5  Frozen  ready-to-eat  banana,  coconut, 

chocolate,  or  lemon  cream-type  pies. 

11.6  Food  grade  gelatin. 

Authority:  Secs.  401,  403,  701,  52  Stat. 
1046,  1047,  and  1055-1056,  as  amended  by  70 
Stat.  919  and  72  Stat.  948;  21  U.S.C.  341,  343, 
371. 

Subpart  A — General 
§11.1  General  principles. 

(a)  The  quality  of  a  food  depends  upon 
numerous  characteristics  including  but 
not  limited  to  the  levels  of  microorga¬ 
nisms  and  such  physical  factors  as  tur¬ 
bidity,  color,  flavor,  and  odor.  Such  char¬ 
acteristics  are  indicative  of  the  quality  of 
the  raw  materials  and  ingredients,  the 
degree  of  quality  control  used  in  manu¬ 
facture,  processing,  and  packing,  and  the 
conditions  of  distribution  and  storage. 
The  diversity  of  raw  materials,  food  proc¬ 
essing,  and  distribution  practices,  as  well 
as  the  variation  in  quality  factors  im¬ 
portant  to  consumers,  requires  that  indi¬ 
vidual  standards  of  quality  be  established 
for  different  types  of  food. 

(b)  A  food  which  fails  to  meet  the 
requirements  of  an  applicable  stand¬ 
ard  of  quality  promulgated  pursuant  to 
this  Part  shall  be  labeled  as  follows: 

(1)  The  label  shall  bear  the  following 
statement  of  substandard  quality:  “Be¬ 
low  Standard  in  Quality — _ ”, 

the  blank  to  be  filled  in  with  whichever 
of  the  following  are  applicable: 

(1)  “Contains  Excessive  Bacteria”. 

(ii)  “Excessively  Turbid”. 

(iii)  “Abnormal  Color”. 

(iv)  The  phrase  specified  in  the  appli¬ 
cable  standard  of  quality  to  describe 
any  other  quality  deviation. 

(2)  The  statement  of  substandard 
quality  shall  appear  on  the  principal  dis¬ 


play  panel  or  panels  and  shall  immedi¬ 
ately  and  conspicuously  precede  or  fol¬ 
low,  without  intervening  written,  printed 
or  graphic  matter,  the  name  of  the  food. 
The  statement  shall  be  printed  in  two 
lines  of  Cheltenham  bold  condensed  caps. 
The  words  “Below  Standard  in  Quality” 
constitute  the  first  line  and  the  specific 
quality  deviation (s)  constitutes  the  sec¬ 
ond  and  subsequent  line(s)  which  imme¬ 
diately  follows.  The  words  shall  be  in 
letters  which  are  not  less  in  height  than 
those  required  for  the  declaration  of 
the  net  quantity  of  contents  as  specified 
in  §  1.8b  of  this  chapter.  The  statement 
shall  be  enclosed  within  lines,  not  less 
than  one-sixteenth  inch  in  width,  form¬ 
ing  a  rectangle.  The  statement  with  en¬ 
closing  lines,  shall  be  printed  on  a 
strongly  contrasting,  uniform  back¬ 
ground. 

(3)  The  general  statement  of  sub¬ 
standard  quality  provided  for  by  §  10.7 
of  this  chapter  may  not  be  used  to  des¬ 
ignate  a  food  which  fails  to  meet  the 
requirements  of  an  applicable  standard 
of  quality  promulgated  pursuant  to  this 
Part  unless  the  applicable  standard 
specifically  provides  for  such  use. 

(c)  Product  descriptions  included  in 
a  standard  of  quality  promulgated  pur¬ 
suant  to  this  Part  are  intended  only  to 
designate  the  class  of  foods  to  which  the 
standards  apply,  and  are  not  standards 
of  identity  for  the  products  involved. 
Should  a  standard  of  identity  later  be 
established  for  any  of  these  foods,  the 
standard  of  quality  will  be  recodified  to 
appear  in  the  same  part  of  the 
regulations. 

(d)  The  food  characteristics  included 
in  a  standard  of  quality  published  in 
this  Part  relate  only  to  the  quality  of 
the  food  and  not  to  compliance  with 
any  of  the  adulteration  provision  of  sec¬ 
tion  402  of  the  act.  Compliance  with  a 
standard  of  quality  promulgated  pur¬ 
suant  to  this  Part  does  not  excuse  fail¬ 
ure  to  observe  either  the  requirement  of 
section  402(a)(4)  of  the  act  that  food 
may  not  be  prepared,  packed,  or  held 
under  insanitary  conditions,  or  the  pro¬ 
visions  of  Part  128  of  this  chapter  re¬ 
quiring  that  food  manufacturers  must 
observe  current  food  manufacturing 
practices.  For  example,  evidence  ob¬ 
tained  through  factory  inspection  indi¬ 
cating  such  a  violation  renders  the  food 
unlawful,  even  though  the  food  contains 
levels  of  microorganisms  lower  than 
those  prescribed  by  an  applicable 
standard. 

(e)  The  Commissioner  of  Food  and 
Drugs,  either  on  his  own  initiative  or 
on  behalf  of  any  interested  person  who 
has  submitted  a  petition,  may  publish 
a  proposal  to  establish,  amend,  or  repeal, 
under  Subpart  B  of  this  Part,  a  regu¬ 
lation  prescribing  a  standard  of  quality 
for  a  food.  Any  such  petition  shall  in¬ 
clude  a  proposed  regulation  together  with 
an  adequate  factual  basis  to  support 
the  petition  in  the  form  set  forth  in 
§  2.65  of  this  chapter  and  will  be  pub¬ 
lished  in  the  Federal  Register  for  com¬ 
ment  if  it  contains  reasonable  grounds 
for  the  proposed  regulation. 
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§  11.2  Definitions. 

(a)  A  “lot”  is: 

( 1 )  For  purposes  of  determining  qual¬ 
ity  factors  related  to  manufacture,  proc¬ 
essing,  or  packing,  a  collection  of  pri¬ 
mary  containers  or  units  of  the  same 
size,  type,  and  style  produced  under 
conditions  as  nearly  uniform  as  pos¬ 
sible  and  usually  designated  by  a  com¬ 
mon  container  code  or  marking,  or  in 
the  absence  of  any  common  container 
code  or  marking,  a  day’s  production. 

(2)  For  purposes  of  determining  qual¬ 
ity  factors  related  to  distribution  and 
storage,  a  collection  of  primary  con¬ 
tainers  or  units  transported,  stored,  or 
held  under  conditions  as  nearly  uniform 
as  possible. 

(b)  A  “sample”  is  a  composite  of  10 
subsamples  (consumer  units),  taken  one 
from  each  of  10  different  randomly 
chosen' shipping  cases,  to  be  representa¬ 
tive  of  a  given  lot.  unless  otherw  ise  spe¬ 
cified  in  a  specific  quality  standard  in 
this  Part. 

(c)  An  “analytical  unit”  is  a  portion  of 
food  taken  from  a  subsample  of  a  sample 
for  the  purpose  of  analysis. 

Subpart  B — Standards  of  Quality 

§  11.3  Frozen  rcadv-to-eat  lianana,  co¬ 
conut,  chocolate,  or  lemon  cream- 
type  pies. 

(a)  For  the  purposes  of  this  section  a 
frozen  ready-to-eat  banana,  coconut, 
chocolate,  or  lemon  cream-type  pie  is  a 
frozen  ready-to-eat  pie  that  is  labeled  as 
and/or  has  the  physical  and  composi¬ 
tional  characteristics  of  a  cream-type 
pie,  including  but  not  limited  to  semi¬ 
solid  filling  and/or  topping,  and  contains 
flavoring  and/or  fruit  ingredients  cor¬ 
responding  to  the  banana,  coconut,  choc¬ 
olate,  or  lemon  flavor  representation 
made  for  such  pie.  It  is  made  with  or 
without  a  crust. 

(b)  A  sample  of  a  frozen  ready-to-eat 
banana,  coconut,  chocolate,  or  lemon 
cream-type  pie,  as  defined  §  11.2(b) 
when  examined  by  the  methods  de¬ 
scribed  in  sections  41.015  and  41.016  of 
the  “Official  Methods  of  Analysis  of  the 
Association  of  Official  Analytical  Chem¬ 
ists”  11th  Ed.  (1970), 1  shall  meet  stand¬ 
ards  of  microbiological  quality  as  follows : 

(1)  Aerobic  plate  count  (geometric 
mean)  <50,000  per  gram. 

(2)  Coliform  count  (geometric  mean) 
<50  per  gram,  MPN. 

(c)  If  the  microbiological  quality  of 
the  cream-type  pies  described  in  para¬ 
graph  (a)  of  this  section  falls  below  the 
standard  prescribed  by  paragraph  (b)  of 
this  section,  the  label  shall  bear  the 
statement  of  substandard  quality  speci¬ 
fied  in  §  11.1(b)  (1)  (i). 

§11.6  Food  grade  gelatin. 

(a)  For  the  purposes  of  this  section 
food  grade  gelatin  is  the  high  quality 
edible  ground  product  that  is  labeled  as 
and/or  has  the  physical  and  composi¬ 
tional  characteristics  of  gelatin.  It  is 
extracted  from  animal  bones  and  tissues 


in  accordance  with  current  good  manu¬ 
facturing  practices.  In  hot  solution  it 
does  not  have  a  foreign  odor,  is  clear  and 
of  light  color. 

(b)  A  sample  of  food  grade  gelatin,  as 
defined  in  §  11.2(b),  when  examined  in 
accordance  with  the  methods  described 
in  sections  41.015  and  41.016  of  the  “Offi¬ 
cial  Methods  of  Analysis  of  the  Associa¬ 
tion  of  Official  Analytical  Chemists,” 
11th  Ed.  (1970),1  shall  meet  standards  of 
microbiological  quality  as  follows: 

(1)  Aerobic  plate  count  (geometric 
mean)  <3.000  per  gram. 

<2»  Coliform  count  (geometric  mean) 
<  10  per  gram,  MPN.  In  the  preparation 
for  examination  of  an  analytical  unit,  as 
defined  in  §  11.2(c),  10  grams  are 

weighed  out  aseptically  into  a  90  milli¬ 
liter  sterile  water  blank  containing  glass 
beads  held  at  45°  C.,  with  intermittent 
shaking  for  not  more  than  15  minutes. 

(c)  If  the  microbiological  quality  of 
gelatin  falls  below  the  standard  as  pre¬ 
scribed  by  paragraph  (b)  of  this  sec¬ 
tion,  the  label  shall  bear  the  statement 
of  substandard  quality  specified  in  §  11.1 
(b)  (1)  (i). 

Any  person  who  wall  be  adversely  af¬ 
fected  by  the  foregoing  order  may  at  any 
time  on  or  before  September  4,  1973  file 
with  the  Hearing  Clerk,  Food  and  Drug 
Administration,  Room  6-88,  5600  Fishers 
Lane,  Rockville,  MD  20852,  written  ob¬ 
jections  thereto.  Objections  shall  show 
wherein  the  person  filing  will  be  ad¬ 
versely  affected  by  the  order,  specify  with 
particularity  the  provisions  of  the  order 
deemed  objectionable,  and  state  the 
grounds  for  the  objections.  If  a  hearing 
is  requested,  the  objections  shall  state 
the  issues  for  the  hearing,  shall  be  sup¬ 
ported  by  grounds  factually  and  legally 
sufficient  to  justify  the  relief  sought,  and 
shall  include  a  detailed  description  and 
analysis  of  the  factual  information  in¬ 
tended  to  be  presented  in  support  of  the 
objections  in  the  event  that  a  hearing  is 
held.  Objections  may  be  accompanied  by 
a  memorandum  or  brief  in  support 
thereof.  Six  copies  of  all  documents  shall 
be  filed.  Received  objections  may  be  seen 
in  the  above  office  during  working  hours, 
Monday  through  Friday. 

Effective  date.  This  order  shall  be  ef¬ 
fective  on  February  4,  1974. 

(Secs.  401,  403,  701,  52  Stat.  1046,  1047,  and 
1055-1056,  as  amended  by  70  Stat.  919  and 
72  Stat.  948;  21  U.S.C.  341,  343,  371) 

Dated:  July  25, 1973. 

Note.  Incorporation  by  reference  provi¬ 
sions  approved  by  the  Director  of  the  Federal 
Register  March  26,  1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 

and  Drugs. 
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PART  80— DEFINITIONS  AND  STANDARDS 
OF  IDENTITY  FOR  FOOD  FOR  SPECIAL 
DIETARY  USE 

Dietary  Supplements  of  Vitamins  and 
Minerals 

In  the  matter  of  establishing  a  defini¬ 
tion  and  standard  of  identity  for  dietary 
supplements  of  vitamins  and  minerals: 


The  Commissioner  of  Food  and  Drugs 
published  proposed  findings  of  fact,  pro¬ 
posed  conclusions,  and  a  tentative  order 
in  the  Federal  Register  of  January  19, 
1973  (38  FR  2152),  and  allowed  60  days 
for  the  filing  of  written  exceptions  by 
any  interested  person  whose  appearance 
was  filed  at  the  hearing.  The  published 
document  also  included  a  history  of  the 
proceedings  in  the  matter  and  an  ex¬ 
planation  of  the  scope  of  this  action. 
Time  for  the  filing  of  exceptions  was  sub¬ 
sequently  extended  through  April  20, 
1973  by  notice  published  in  the  Federal 
Register  on  March  9,  1973  (38  FR  6396) . 

Exceptions  to  the  order  and  the  find¬ 
ings  of  fact  were  received  from  35  per¬ 
sons  whose  appearance  was  filed  at  the 
hearing  and  one  person  who  did  not  file 
such  an  appearance.  In  addition,  approx¬ 
imately  790  postcards,  form  letters,  and 
individual  letters  representing  1200  per¬ 
sons  were  received  by  the  Hearing  Clerk, 
objecting  to  the  order.  Over  20,000  simi¬ 
lar  letters  objecting  to  the  order,  sub¬ 
mitted  to  other  government  offices,  were 
forwarded  to  the  agency.  None  of  these 
provided  any  substantive  reasons  for 
modifying  the  order.  All  exceptions  filed 
have  been  considered  and  have  been  the 
basis  of  modification  in  the  findings  and 
in  the  order  as  set  forth  below.  The  Com¬ 
missioner  is  aware  of  the  Resolution 
adopted  June  21,  1973,  by  the  Associa¬ 
tion  of  Food  and  Drug  officials  of  the 
United  States  at  this  year’s  annual  con¬ 
ference  in  Rapid  City,  South  Dakota,  in 
which  opposition  to  his  January  19,  1973, 
tentative  order  is  set  forth.  The  views  of 
that  organization,  as  well  as  the  views 
of  the  State  officials  which  were  individ¬ 
ually  expressed  through  their  own  re¬ 
sponse  to  the  tentative  order  have  been 
thoroughly  considered  in  arriving  at  this 
final  order. 

1.  Exceptions  were  received  stating 
that  the  Commissioner  was  without  au¬ 
thority  to  establish  a  standard  of  identity 
under  section  401  of  the  act  because 
standards  of  identity  may  be  established 
only  for  individual  food  items  and  not 
for  a  class  of  foods,  and  because  the 
authority  to  regulate  foods  for  special 
dietary  uses  is  limited  to  the  authority 
expressly  granted  by  section  403  ( j )  of  the 
act,  which  provides  only  for  the  use  of 
informative  labeling  of  this  class  of  foods. 

Section  401  of  the  act  provides  for 
the  establishment  of  standards  of  iden¬ 
tity  for  “any  food”.  A  full  reading  of  the 
section  reveals  that  the  term  “any  food” 
includes  a  class  of  food,  and  is  not  lim¬ 
ited  to  one  specific  food  item.  The  sec¬ 
tion  refers  to  a  class  of  food  as  follows: 
“In  prescribing  a  definition  and  stand¬ 
ard  of  identity  for  any  food  or  class  of 
food  .  .  .”.  In  particular,  this  section 
specifically  authorizes  the  establishment 
of  a  standard  of  identity  for  “citrus 
fruits”  and  “melons”  both  of  which  are 
classes  of  foods  and  not  a  specific  food. 
It  is  also  clear  that  the  regulation  of 
dietary  supplements  is  not  limited  to  the 
use  of  informative  labeling  as  required 
by  21  U.S.C.  343(j).  As  wras  stated  in 
Federal  Security  Administrator  v.  Qua¬ 
ker  Oats  Co.,  318  U.S.  218,  230  (1943): 

Both  the  text  and  legislative  history  of 
the  present  statute  plainly  show  that  its 


1  Copies  may  be  obtained  from:  Associa¬ 
tion  of  Official  Analytical  Chemists  P.O.  Box 
540,  Benjamin  Franklin  Station  Washington, 
DC  20044 
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purpose  was  not  confined  to  a  requirement 
of  truthful  and  Informative  labeling.  False 
and  misleading  labeling  had  been  prohibited 
by  the  Pure  Food  and  Drug  Act  of  1906,  21 
U.S.C.A.  1  et  seq.  But  it  was  found  that 
such  a  prohibition  was  Inadequate  to  pro¬ 
tect  the  consumer  from  “economic  adultera¬ 
tion”,  by  which  less  expensive  Ingredients 
were  substituted,  or  the  proportion  of  more 
expensive  ingredients  diminished,  so  as  to 
make  the  product,  although  not  In  itself 
deleterious,  Inferior  to  that  which  the  con¬ 
sumer  expected  to  receive  when  purchasing 
a  product  with  the  name  under  which  It  was 
sold.  •  *  •  The  remedy  chosen  was  not  a 
requirement  of  Informative  labeling.  Rather 
It  was  the  purpose  to  authorize  the  Admin¬ 
istrator  to  promulgate  definitions  and  stand¬ 
ards  of  Identity  “under  which  the  integrity 
of  food  products  can  be  effectively  main¬ 
tained”  •  *  • 

The  Commissioner  concludes  that  the 
establishment  of  a  standard  of  identity 
is  necessary  to  insure  that  rational  die¬ 
tary  supplements,  containing  essential 
vitamins  and  minerals  at  proper  levels 
and  in  scientifically  justified  combina¬ 
tions,  are  provided  to  the  consumer. 
Paragraphs  1,  8,  9,  11,  12,  and  13  of  the 
Proposed  Findings  of  Pact  clearly  dem¬ 
onstrate  that  informative  labeling  stand¬ 
ing  alone  is  not  sufficient  to  protect  the 
consumer  from  the  deception  referred  to 
by  the  supreme  Court  in  the  Quaker  Oats 
Case.  Therefore,  the  Commissioner  con¬ 
siders  the  exception  to  be  unfounded 
and  unwarranted. 

2.  Exceptions  were  received  stating 
that  the  standard  of  identity  for  dietary 
supplements  of  vitamins  and  minerals 
will  impede  further  research  and  de¬ 
velopment  of  new  knowledge  relative  to 
dietary  supplementation,  including  rec¬ 
ognition  of  the  possible  essentiality  of 
additional  nutrients  in  human  nutrition. 
The  Commissioner  is  of  the  opinion  that 
the  standard  of  identity  in  no  way  im¬ 
pedes  such  research  and  development. 
Changes  in  the  regulation  will  be  pro¬ 
posed  as  more  information  on  human 
nutrition  becomes  available,  as  provided 
in  55  80.1(f)(2)  and  80.1(b)(4).  The 
Commissioner  concludes  that  no  changes 
are  justified  on  this  basis. 

3.  Exceptions  were  received  stating 
that  combinations  of  vitamins  and  min¬ 
erals  other  than  those  specifically  pro¬ 
vided  for  in  §  80.1(b)  should  be  allowed. 
The  Commissioner  points  out  that  this 
possibility  was  previously  recognized  in 
the  discussion  published  in  the  Federal 
Register  on  January  19,  1973  (38  FR 
2158),  and  that  §  80.1(b)  (4)  of  the  ten¬ 
tative  order  specifically  provided  for 
petitions  to  be  filed  for  addition  to  or 
amendment  of  the  permissible  combina¬ 
tions  of  vitamins  and  minerals  contained 
in  5  80.1(b)(1).  The  Commissioner  has 
reviewed  the  record  of  the  hearing  and 
finds  no  persuasive  justification  for  ad¬ 
ditional  combinations  at  this  time.  The 
evidence  strongly  supports  the  inclusion 
of  all  vitamins  and/or  minerals  in  a 
dietary  supplement  as  a  means  of  elimi¬ 
nating  the  bewildering  combinations 
now  found  in  the  market  place.  (Para¬ 
graph  10  of  the  Proposed  Findings  of 
Fact.)  No  evidence  was  submitted  with 
the  exceptions  to  support  a  sound  scien¬ 
tific  rationale  for  additional  combina¬ 


tions.  Therefore,  no  change  in  the  final 
order  is  warranted. 

4.  Exceptions  were  received  stating 
that  the  specific  combinations  provided 
for  in  §  80.1(b)  are  too  restrictive  in 
that  certain  persons  may  have  allergies 
to  one  or  more  vitamins  and  thus  would 
have  to  purchase  and  ingest  each  non- 
allergenic  vitamin  separately  to  ade¬ 
quately  supplement  the  diet  with  a  full 
complement  of  such  vitamins.  The  excep¬ 
tion  is  without  merit.  Allergies  to  cer¬ 
tain  vitamin  preparations  are  not  caused 
by  a  vitamin  per  se,  but  rather  are  due 
to  constituents  other  than  the  vitamin 
in  the  source  or  ingredient  which  pro¬ 
vides  the  vitamin.  Section  80.1  requires 
full  disclosure  of  the  ingredients  of  each 
supplement,  and  thus  the  source  of  each 
vitamin  or  mineral  supplied  by  a  given 
product  will  be  indicated  to  the  con¬ 
sumers.  Therefore,  the  consumer  will  be 
able  to  determine  if  the  product  con¬ 
tains  any  ingredient  to  which  he  may 
be  allergic. 

5.  Exceptions  were  filed  to  the  require¬ 
ment  that  optional  vitamins  or  optional 
minerals  must  be  included  as  a  group 
if  present  at  all.  The  stated  basis  for 
these  exceptions  was  the  absence  of  the 
issue  in  the  stayed  regulation  subject  to 
public  hearing,  or  the  lack  of  testimony 
on  the  matter.  The  Commissioner  notes 
that  the  concept  of  optional  ingredients 
was  a  part  of  the  stayed  regulation  pub¬ 
lished  in  the  Federal  Register  Decem¬ 
ber  14,  1966  (31  FR  15732),  and  that  ex¬ 
tensive  testimony  was  received  on  the 
importance  of  completeness  of  formula¬ 
tion  (paragraph  10  of  the  Proposed  Find¬ 
ings  of  Fact)  and  on  minimizing  the  mul¬ 
tiplicity  of  formulations  available  to  the 
public  (paragraphs  3,  7,  10,  23,  and  29 
of  the  Proposed  Findings  of  Fact).  On 
the  basis  of  these  findings  of  fact  and  re¬ 
lated  information,  the  Commissioner 
concludes  that  no  change  is  justified. 

6.  A  request  was  received  for  clarifica¬ 
tion  as  to  whether  phosphorus  may  be 
omitted  when  zinc  and  copper  are  in¬ 
cluded  in  dietary  supplements  for  preg¬ 
nant  or  lactating  women.  As  stated  in  the 
discussion  on  §  80.1  (38  FR  2159) ,  “Phos¬ 
phorus  is  not  mandatory  in  dietary  sup¬ 
plements  for  pregnant  or  lactating 
women  because  of  evidence  that  supple¬ 
mental  phosphorus  may  increase  the 
problem  of  leg  cramps  during  preg¬ 
nancy.”  It  was  thus  intended  that  phos¬ 
phorus  may  be  omitted  when  zinc  and 
copper  are  included  in  dietary  supple¬ 
ments  for  pregnant  or  lactating  women. 
For  purposes  of  clarification,  §  80.1(b) 
(1)  (v)  has  been  rewritten  as  follows: 

“Inclusion  of  the  optional  ingredients 
vitamin  D  and/or  phosphorus  in  a  mul¬ 
tivitamin,  multimineral,  or  multivitamin 
and  multimineral  supplement  does  not 
require  inclusion  of  any  additional  op¬ 
tional  ingredients.  Inclusion  of  the  op¬ 
tional  ingredients  biotin  and  pantothenic 
acid  and/or  copper  and  zinc  in  such  prod¬ 
ucts  does  not  require  inclusion  of  vitamin 
D  and/or  phosphorus  when  the  latter 
two  nutrients  are  optional.  The  inclu¬ 
sion  of  any  of  the  other  optional  ingre¬ 
dients  (biotin  or  pantothemic  acid  for 
vitamins  and  copper  or  zinc  for  minerals) 


requires  the  inclusion  of  both  such  op¬ 
tional  ingredients  if  the  product  is  a 
multivitamin  or  multimineral  supple¬ 
ment,  and  requires  the  inclusion  of  all 
four  such  ingredients  if  the  product  is  a 
multivitamin  and  multimineral  supple¬ 
ment.” 

7.  Review  of  §  80.1(b)  (5)  has  revealed 
that  reference  to  §  125.1(c)  was  incon¬ 
sistent  with  §  80.1(b)  (5)  (i)  in  that  no 
U.S.  Recommended  Daily  Allowances 
(RDA’s)  or  compositional  limits  have 
been  established  for  the  nutrients  listed 
in  §  125.1(c).  The  Commissioner  there¬ 
fore  finds  that  the  words  “and/or  (c)  ” 
should  be  deleted  from  the  first  sentence 
of  §  80.1(b)(5). 

8.  Exceptions  were  filed  pointing  out 
the  inconsistency  between  5  80.1(b)(5) 
(i),  which  exempts  foods  containing  nu¬ 
trients  at  levels  below  the  lower  limits 
established  pursuant  to  5  80.1(f)(1), 
and  5  1.17(a)(2)  (nutrition  labeling), 
which  provides  that  foods  to  which  nu¬ 
trients  have  been  added  that  contain  50 
percent  or  more  of  the  U.S.  RDA  per 
serving  of  one  or  more  of  the  added 
nutrients  are  dietary  supplements  and 
subject  to  the  provisions  of  5  80.1.  Since 
the  lower  limits  do  not  equal  50  percent 
of  the  U.S.  RDA’s  in  all  cases,  the  Com¬ 
missioner  concurs,  and  therefore  §  80.1 
(b)  (5)  (i)  is  reworded  as  follows:  “No 
such  nutrient  is  contained  at  a  level  of 
50  percent  or  more  of  the  adult  U.S.  RDA 
per  serving  for  that  nutrient.” 

9.  Review  of  5  80.1(b)  (5)  (iii)  concern¬ 
ing  foods  in  other  than  conventional 
forms  reveals  that  such  a  provision  is 
unnecessary.  The  Agency  is  unaware  of 
any  food  other  than  dietary  supplements 
which  should  exist  in  unconventional 
food  forms.  Therefore,  5  80.1(b)  (5)  (iii) 
is  deleted,  and  §  80.1(b)  (5)  (iv)  is  re¬ 
numbered  as  5  80.1(b)  (5)  (iii) . 

10.  Exceptions  were  received  stating 
that  the  U.S.  RDA’s  for  specific  consumer 
groups  failed  to  insure  that  the  special 
dietary  requirements  of  infants  (i.e.,  per¬ 
sons  not  more  than  12  months  of  age) 
are  properly  identified  and  recognized. 
Noting  the  numerous  exceptions  con¬ 
cerning  this  issue,  at  the  urging  of  the 
American  Academy  of  Pediatrics,  and 
after  review  of  the  Hearing  Record  and 
the  Hearing  Examiner’s  Report,  the 
Commissioner  concludes  that,  although 
the  U.S.  RDA’s  for  infants  and  children 
under  four  years  of  age  can  safely  be 
used  by  this  entire  group,  as  stated  in 
paragraph  14  of  the  Proposed  Findings 
of  Fact  for  Part  125  and  paragraph  15 
of  the  Proposed  Findings  of  Fact  for 
5  80.1,  there  is  a  need  to  establish  in¬ 
fant  U.S.  RDA’s  for  the  labeling  of  those 
foods  intended  for  use  primarily  or  solely 
by  infants.  (WD-3A-Sebrell  Q&A  15, 
Lowe  Tr.  12568-70).  Therefore  the  Com¬ 
missioner  concludes  that  §  80.1(d)  should 
be  amended  by  including  a  separate 
group  designation  for  infants  and  revis¬ 
ing  the  designation  for  the  group  en¬ 
titled  “Infants  and  children  under  4 
years  of  age”  to  read  “Children  under  4 
years  of  age”.  Elsewhere  in  this  issue  of 
the  F’ederal  Register  appropriate  U.S. 
RDA’s  for  infants  are  being  added  to 
§  125.1(b) ,  for  the  reasons  stated.  There- 


FEDERAl  REGISTER,  VOL.  38,  NO.  1 48— THURSDAY,  AUGUST  2,  1973 


20732 


RULES  AND  REGULATIONS 


fore,  beginning  with  the  third  line,  §  80.1 
(d)  is  amended  to  read  as  follows: 

For  labeling  purposes: 

(1)  Infants, 

(2)  Children  under  4  years  of  age, 

(3)  Adults  and  children  4  or  more  years 
of  age. 

(4)  Pregnant  or  lactatlng  women. 

11.  Exceptions  were  received  which 
6tated  that  it  was  unclear  how7  to  classify 
a  food  which  naturally  contains  one  or 
more  nutrients  at  a  level  of  50  percent  or 
more  of  the  applicable  U.S.  RDA’s.  Sec¬ 
tion  80.1(e)  presently  provides  that  any 
food  wThich  contains  vitamins  and  min¬ 
erals  which  are  naturally  occurring  in  the 
food  at  any  level  may  be  labeled  as  a  con¬ 
ventional  food.  Such  foods  shall  meet  the 
requirements  of  §  80.1  or  the  drug  label¬ 
ing  requirements  only  in  the  event  that 
the  food  is  represented  as  a  dietary  sup¬ 
plement  or  as  a  drug  product  for  the 
treatment  or  prevention  of  disease.  The 
Commissioner  concludes  that  no  change 
is  warranted  in  §  80.1(e). 

12.  Exceptions  were  received  request¬ 
ing  exemption  of  infant  cereals  fortified 
at  levels  equal  to  or  in  excess  of  50  per¬ 
cent  of  the  U.S.  RDA’s  per  serving.  Re¬ 
view  of  the  Hearing  Record  provides  no 
support  for  such  an  exemption.  The 
Commissioner  reiterates  that  it  is  inap¬ 
propriate  to  provide  for  fortification  of 
conventional  foods  at  nutrient  levels 
w?hich  would  result  in  gross  overcon¬ 
sumption  of  vitamins  and  minerals  in  the 
diet,  and  that,  with  certain  exceptions, 
any  conventional  food  fortified  in  a  way 
that  any  nutrient  achieves  a  level  of  50 
percent  or  more  of  its  U.S.  RDA  per  serv¬ 
ing  will  be  regarded  as  a  dietary  supple¬ 
ment.  No  change  in  this  provision  is 
justified. 

13.  As  a  result  of  the  establishment  of 
separate  U.S.  RDA’s  for  nutrients  for  in¬ 
fants  in  §  125.1(b),  and  the  concommit- 
ant  recognition  that  it  is  appropriate  to 
provide  for  a  dietary  supplement  desig¬ 
nated  for  infants,  either  as  a  specified 
single  user  group  or  as  one  of  several 
groups  intended  to  be  users  of  the  prod¬ 
uct,  the  Commissioner  amends  the  table 
in  paragraph  36  of  the  Proposed  Find¬ 
ings  of  Fact  and  in  §  80.1(f)(1)  by  re¬ 
vising  the  heading  for  the  group  entitled 
“Infants  and  children  under  4  years  of 
age”  to  read  “Children  under  4  years  of 
age”,  and  by  inserting  the  superscript 
“1”  after  this  column  heading.  The  foot¬ 
note  designated  by  this  superscript 
reads: 

When  labeled  for  use  by  infants,  a  dietary 
supplement  shall  contain  not  less  than  the 
lower  limit  designated  for  a  nutrient  in  this 
column  nor  more  than  100ro  of  the  infant 
U.S.  RDA  for  a  nutrient  as  prescribed  in 
5  125.1(b),  except  that  the  level  of  biotin, 
when  used,  shall  be  0.05  mg  per  daily  rec¬ 
ommend  quantity. 

In  effecting  this  amendment,  the  super¬ 
scripts  appearing  in  the  table  as  previ¬ 
ously  published  are  changed  to  the  next 
higher  number.  In  addition,  for  the  pur¬ 
pose  of  expanding  the  provisions  of  this 
section  as  indicted  above,  the  Commis¬ 
sioner  is  further  amending  §  80.1(h)(3) 
to  read  as  follows: 


(3)  The  phrases  used  to  designate  the 
group  (s)  for  which  a  dietary  supplement  is 
intended  shall  be  as  follows:  (i)  “For  In¬ 
fants”;  (11)  “For  children  under  4  years  of 
age”;  < Hi)  "For  adults  and  chUdren  4  or  more 
years  of  age”;  and  (lv)  “For  pregnant  and 
lactating  women”. 

14.  Exceptions  were  filed  to  the  effect 
that  the  upper  limits  of  nutrient  con¬ 
tent  permitted  for  dietary  supplements 
of  vitamins  and  minerals  were  inade¬ 
quate  to  meet  the  requirements  of  a 
proportion  of  the  population  for  whom 
dietary  supplements  are  intended.  The 
primary  basis  of  this  objection  was  that 
the  Recommended  Daily  Dietary  Allow¬ 
ances  (RDA’s)  of  the  Food  and  Nutri¬ 
tion  Board,  National  Academy  of  Sci¬ 
ences — National  Research  Council,  upon 
w'hich  most  of  the  U.S.  RDA’s  are  based, 
are  considered  by  those  objecting  to  be 
inadequate  to  meet  all  of  the  vitamin 
and  mineral  requirements  of  this  popula¬ 
tion  segment.  However,  no  evidence  was 
presented  at  the  hearing  or  with  the  ex¬ 
ceptions  to  show  that  150  percent  of  the 
U.S.  RDA’s  is  inadequate  to  meet  the  nu¬ 
tritional  needs  of  all  healthy  individuals. 

The  Commissioner  concurs  with  the 
conclusion  of  the  Food  and  Nutrition 
Board  that  the  RDA’s  represent  levels 
that  will  provide  for  the  adequate  in¬ 
take  of  essential  nutrients  in  practically 
all  normal  healthy  persons  in  the  United 
States  (paragraph  16  of  the  Proposed 
Findings  of  Fact) .  In  order  to  provide 
for  those  few  healthy  individuals  whose 
requirements  may  be  higher,  the  upper 
limits  were  set  at  150  percent  of  the  U.S. 
RDA’s  except  for  those  nutrients  knowrn 
to  have  significant  toxic  properties  or 
side-effects. 

The  Commissioner  notes  that  dietary 
supplements  of  vitamins  and  minerals 
are  intended,  as  the  name  states,  to  be 
taken  to  supplement  the  diet  as  insur¬ 
ance  in  the  event  that  an  individual’s 
diet  may  not  include  a  full  complement 
of  essential  vitamins  and  minerals,  are 
not  intended  to  be  the  sole  source  of  vita¬ 
mins  and  minerals,  and  are  not  intended 
for  medicinal  or  therapeutic  purposes. 
(Paragraph  4  of  the  Proposed  Findings 
of  Fact  and  discussion  of  proposed  find¬ 
ings.)  Thus,  the  150  percent  of  the  U.S. 
RDA  for  a  nutrient  available  from  a 
dietary  supplement  at  the  upper  limit 
is  in  addition  to  the  usually  adequate 
amount  of  that  nutrient  available  from 
a  balanced  diet  of  ordinary  foods.  Drugs 
containing  higher  levels  of  vitamins  and 
minerals  are  also  available  without  a 
prescription.  It  is  therefore  apparent 
that  the  nutritional  needs  of  all  normal 
healthy  persons  are  quite  adequately 
met. 

15.  Exceptions  were  filed  objecting  to 
the  permissible  ranges  of  nutrient  con¬ 
tent  of  dietary  supplements,  and  to  the 
permissible  variability  between  nutrients 
in  the  same  product.  Statements  were 
made  recommending  that  all  dietary 
supplements  be  limited  to  100  percent  of 
the  U.S.  RDA’s,  or  that,  if  ranges  are 
permitted,  all  nutrients  in  the  same 
product  should  be  present  at  the  same 
U.S.  RDA  levels.  The  Commissioner  re¬ 
fers  to  this  matter  in  the  discussion  of 


the  proposed  findings  for  the  tentative 
order  published  in  the  Federal  Register 
January  19,  1973  (38  FR  2158)  relating 
to  paragraph  36  of  the  Proposed  Find¬ 
ings  of  Fact.  The  Commissioner  con¬ 
cludes  that  it  is  reasonable  to  permit  up 
to  150  percent  of  the  U.S.  RDA’s  (except 
for  vitamins  A  and  D  and  folic  acid) 
in  order  to  cover  the  nutritional  needs 
of  all  healthy  persons  and  to  provide  a 
degree  of  flexibility  in  the  composition  of 
dietary  supplements  to  exist  at  this  time 
within  the  limits  of  modem  nutrition 
knowledge.  If  abuses  occur,  changes  in 
the  regulation  will  be  proposed. 

16.  Exceptions  were  received  recom¬ 
mending  that  the  nomenclature  of 
certain  of  the  water-soluble  vitamins 
be  changed  to  reflect  the  newer  nomen¬ 
clature  accepted  by  the  American  Insti¬ 
tute  of  Nutrition  and  the  International 
Union  of  Nutrition  Sciences,  e.g.,  spelling 
thiamine  without  the  “e‘”,  and  writing 
“Vitamin  B,’\  as  “Vitamin  B-l”.  The 
Commissioner  recognizes  that  it  is  highly 
desirable  ultimately  to  standardize  no¬ 
menclature  for  all  of  the  vitamins.  The 
Food  and  Drug  Administration  uses  the 
nomenclature  of  the  United  States 
Pharmacopeia  and  of  the  National 
Academy  of  Sciences.  The  Commissioner 
welcomes  the  continuing  efforts  to 
standardize  nomenclature,  but  concludes 
that,  for  the  present,  the  nomenclature 
should  remain  as  stated. 

17.  Exceptions  regarding  folic  acid  re¬ 
quested  clarification  of  nomenclature, 
levels  set  for  the  U.S.  RDA’s,  the  refer¬ 
ence  form,  and  analytical  methodology. 
In  regard  to  nomenclature,  the  Com¬ 
missioner  recognizes  that  the  nutrition 
and  biochemical  scientific  communities 
do  not  have  a  system  of  standard  nomen¬ 
clature  for  the  family  of  compounds  with 
folic  acid  activity.  Review  of  the  Hear¬ 
ing  Record  reveals  considerable  inter¬ 
changeability  in  the  use  of  terms  rela¬ 
tive  to  “folic  acid”  and  “folacin”.  Until 
such  time  as  the  nomenclature  matter 
is  resolved  by  the  scientific  community, 
the  Commissioner  concludes  that  it  is 
appropriate  to  continue  the  primary  use 
of  the  most  familiar  term,  “folic  acid”, 
and  the  optional  additional  use  of  the 
synonym,  “folacin”.  In  regard  to  the 
levels  set  for  the  U.S.  RDA’s,  the  Com¬ 
missioner  understands  that  the  Recom¬ 
mended  Daily  Dietary  Allowances  (upon 
which  most  of  the  U.S.  RDA’s  are  based) 
set  by  the  National  Academy  of  Sciences 
are  based  upon  the  human  requirements 
for  pteroylmonoglutamic  acid  as  the 
standard  reference  form.  In  regard  to 
analytical  methodology  for  folic  acid,  the 
method  described  in  “Official  Methods  of 
Analysis  of  the  Association  of  Official 
Analytical  Chemists”,  Eleventh  Ed.,  1970 
(pages  785-786)  is  an  acceptable  method 
for  measurement  of  free  forms  of  folic 
acid.  Other  methods  are  more  appropri¬ 
ate  for  conjugated  forms,  an  example 
of  which  is  Ford,  I.  E.  and  Scott,  K.  J., 
Journal  of  Dairy  Research  35,  85-90 
(1968). 

18.  Exceptions  were  filed  relative  to 
the  quantitative  content  of  biotin,  not 
on  the  basis  of  the  U.S.  RDA  for  the 
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nutrient  but  upon  the  fact  that  there 
exists  a  limited  supply  of  the  nutrient 
available  to  manufacturers  as  well  as  a 
limited  production  capacity.  The  Com¬ 
missioner  recognizes  the  existence  of  a 
temporary  shortage  in  commercial  pro¬ 
duction  of  the  nutrient,  and  therefore 
concludes  that,  until  December  31,  1976, 
biotin  when  present  in  the  product  may 
be  present  in  quantities  down  to  a  lower 
limit  of  0.05  milligram  per  daily  recom¬ 
mended  quantity.  Therefore,  §  80.1(f)  (1) 
is  modified  by  adding  the  following  foot¬ 
note  relative  to  biotin  in  the  table  in  the 
paragraph:  “‘Lower  limit  may  be  0.05 
milligram  until  December  31,  1976.” 

19.  Exceptions  were  filed  recommend¬ 
ing  changes  as  to  which  nutrients  are 
included  in  the  mandatory  and  optional 
groups  specified  in  the  table  in  §  80.1(f) 
(1),  e.g.,  the  inclusions  of  zinc  and  cop¬ 
per  in  the  mandatory  group  of  minerals, 
the  inclusion  of  pantothenic  acid  in  the 
mandatory  group  of  vitamins,  and  the 
inclusion  of  manganese  in  the  optional 
group  of  minerals.  As  discussed  in  para¬ 
graphs  10  and  23  of  the  Proposed  Find¬ 
ings  of  Fact  (38  FR  2154-55)  and  in  the 
discussion  of  the  proposed  findings,  the 
mandatory  and  optional  categories  are 
based  upon  the  presence  or  absence  of 
specific  quantitative  requirements  in 
human  nutrition  established  by  the  Na¬ 
tional  Academy  of  Sciences.  The  Com¬ 
missioner  reiterates,  as  stated  in  the 
tentative  order  for  §  80.1(f) (2),  that  the 
components  of  the  quantitative  levels  in 
the  mandatory  and  optional  groups  of 
nutrients  are  subject  to  amendment  from 
time  to  time  as  more  information  on 
human  nutrition  becomes  available.  At 
this  time  the  Hearing  Record  and  the 
exceptions  provide  no  scientific  basis  of 
a  change  in  these  provisions. 

20.  Exceptions  were  received  recom¬ 
mending  that,  for  technological  purposes, 
the  lower  permissible  limits  for  calcium, 
phosphorus,  and  magnesium  be  set  at  10 
percent  of  the  respective  U.S.  RDA’s,  on 
the  basis  that  individual  units  might 
otherwise  be  excessively  large  for  con¬ 
sumption  and  that  10  percent  of  the  U.S. 
RDA  has  been  recognized  by  the  Food 
and  Drug  Administration  as  a  significant 
contribution  to  the  daily  intake  of  a  given 
nutrient.  The  Commissioner  ha~.  reex¬ 
plored  the  technological  matters  and 
concludes  that  the  quantitative  amounts 
established  are  reasonable,  and  that  the 
Hearing  Record  and  exceptions  present 
no  technological  problems  of  significance 
likely  to  be  encountered  with  these  lower 
limits.  The  Commissioner  reemphasizes 
that  dietary  supplements  should  contain 
a  minimum  of  50  percent  of  the  U.S. 
RDA’s  of  the  essential  vitamins  and/or 
minerals  per  recommended  daily  quantity 
wherever  possible.  The  lower  limits  for 
calcium,  phosphorous,  and  magnesium 
are  already  at  12.5,  12.5,  and  25  percent 
respectively,  for  purely  technological 
reasons.  The  Commissioner  concludes 
that  no  changes  are  warranted  relative 
to  this  matter. 

21.  Exceptions  were  received  recom¬ 
mending  that  the  ratio  of  calcium  to 
phosphorus  in  dietary  supplements  be 
equal  to  or  greater  than  1.0.  The  primary 


basis  for  this  recommendation  was  the 
desirability  of  avoiding  a  situation 
wherein  dietary  supplements  could  ad¬ 
versely  effect  the  calcium-to-phosphorus 
ratio  of  the  daily  diet.  This  is  in  accord 
with  the  basic  nutrition  principle  that 
the  dietary  calcium-to-phosphorus  ratio 
should  be  equal  to  or  greater  than  1.0,  as 
pointed  out  in  the  discussion  of  the  Pro¬ 
posed  Findings  of  Fact.  The  Commis¬ 
sioner  concurs  that  this  is  a  reasonable 
adaptation  of  the  1968  Recommended 
Daily  Dietary  Allowances  as  published  by 
the  NAS-NRC  ( WD-3 A-Sebrell,  Q&A 
15).  Therefore.  §  80.1(f)(1)  is  modified 
by  adding  the  following  sentence  to  foot¬ 
note  5  relative  to  both  mandatory  and 
optional  phosphorus  in  the  table  in  the 
paragraph :  “When  present,  the  quantity 
of  phosphorus  may  be  no  greater  than 
the  quantity  of  calcium.” 

22.  Exceptions  were  received  stating 
that  the  requirement  for  the  common 
name  of  a  dietary  supplement  to  include 
a  phrase  or  phrases  designating  the  spe¬ 
cific  group(s)  for  which  the  supplement 
is  represented  was  not  at  issue  during 
the  hearings  and  is  not  supportable  by 
the  published  findings  of  fact.  The  Com¬ 
missioner  notes  that  one  of  the  primary 
functions  of  the  Hearing  was  to  develop 
a  fully  informative  labeling  system  for 
dietary  supplements.  Paragraphs  3,  14, 
15  and  29  of  the  Proposed  Findings  of 
Fact  clearly  establish  the  need  for  a 
common  or  usual  name  which  includes 
both  the  general  composition  of  the  sup¬ 
plement  and  the  consumer  group  (s)  for 
which  the  product  is  represented  as  suit¬ 
able.  Unless  the  specific  group  is  desig¬ 
nated  it  will  be  impossible  for  consumers 
to  choose  the  correct  product.  Therefore, 
the  Commissioner  concludes  that  no 
changes  in  §  80.1(h)(1)  are  required  or 
justified. 

23.  Exceptions  were  received  stating 
that  the  Agency  did  not  have  authority 
to  require  a  complete  listing  of  all  of  the 
vitamins  and  minerals  on  the  label  if  the 
product  in  fact  meets  the  standard  of 
identity.  The  exceptions  specifically  re¬ 
ferred  to  recent  Agency  opinions  which 
state  that  the  Federal  Food,  Drug,  and 
Cosmetic  Act  contains  no  authority  to 
require  the  listing  of  mandatory  ingre¬ 
dients  in  the  standardized  food. 

Under  section  401  of  the  act,  all  op¬ 
tional  ingredients  in  the  product  may 
be  required  to  be  named  on  the  label.  Sec¬ 
tion  80.1(b)  clearly  states  that  the  man¬ 
ufacturer  at  his  option  may  include  all 
vitamins,  all  minerals,  all  vitamins  and 
minerals,  all  vitamins  and  the  mineral 
iron,  or  any  single  vitamin  or  mineral. 
Because  each  of  the  combinations  of 
vitamins  and/or  minerals  chosen  to  be 
included  in  a  dietary  supplement  is  op¬ 
tional,  all  such  nutrients  in  the  combina¬ 
tion  chosen  may  be  required  to  be  named 
on  the  label  pursuant  to  section  401  of 
the  act.  Section  403  (j )  of  the  act  specif¬ 
ically  provides  that,  as  determined  by  the 
Secretary  to  be  necessary,  all  foods  for 
special  dietary  uses  must  bear  on  the  la¬ 
bel  the  vitamin,  mineral,  and  other  die¬ 
tary  properties  which  are  necessary  to 
fully  inform  purchasers  of  their  nutritive 
value.  Such  a  need  has  long  been  recog¬ 


nized  in  §  125.3,  and  paragraphs  3  and 
16  of  the  Proposed  Findings  of  Fact 
clearly  demonstrate  the  need  to  continue 
such  a  requirement.  The  Commissioner 
therefore  concludes  that  no  change  in 
the  requirement  for  the  listing  of  the 
vitamins  and  minerals  is  warranted. 

24.  Exceptions  were  received  that,  be¬ 
cause  of  the  small  package  size  of  many 
dietary  supplements,  use  of  both  prin¬ 
cipal  display  and  information  panels  for 
the  listing  of  vitamins,  minerals  and  in¬ 
gredients  should  be  allowed.  The  Com¬ 
missioner  points  out  that  §  80.1  (i)  (1),  as 
well  as  §  1.8d,  provides  for  use  of  the  in¬ 
formation  panel  for  such  a  listing  if  in¬ 
sufficient  space  is  available  on  the  prin¬ 
cipal  display  panel.  Therefore,  the  re¬ 
quirement  remains  unchanged. 

25.  Exceptions  were  received  stating 
that  there  was  no  evidence  at  the  hear¬ 
ing  to  support  the  incorporation  of  §  1.8d 
requirements  into  §  0.1  (i)  and  (1).  The 
Commissioner  concludes  that  paragraphs 
31,  32,  and  34  of  the  Proposed  Findings  of 
Fact  support  the  need  to  require  that 
dietary  supplements  be  labeled  in  com¬ 
pliance  with  §  1.8d. 

The  information  required  to  appear  on 
the  label  or  labeling  could  be  misleading 
and  lack  sufficient  prominence  and  con¬ 
spicuousness  to  render  it  likely  to  be 
read  and  understood  unless  it  appears  in 
compliance  with  the  requirement  of 
§  1.8d.  The  Commissioner  again  wishes 
to  emphasize  that  he  recognizes  that  type 
size  is  only  one  element  which  determines 
conspicuousness  (38  FR  6950).  Section 
1.8d  specifically  provides  that  any  in¬ 
terested  person  may  petition  for  a 
smaller  type  size  or  an  alternative  means 
of  disseminating  mandatory  label  in¬ 
formation  to  the  consumer,  based  on  a 
showing  of  impracticability  or  economic 
hardship.  Therefore,  no  modification  is 
appropriate. 

26.  Exceptions  were  received  indicat¬ 
ing  a  need  to  clarify  the  intent  of  the  first 
sentence  in  §  80.1  (i)  (4) ,  and  stating  that 
the  hearing  evidence  did  not  support  any 
requirement  to  repeat  the  listing  of  the 
nutrients  in  the  ingredient  statement  re¬ 
quired  in  this  paragraph. 

The  label  for  dietary  supplements  must 
contain  a  list  of  nutrients  and  a  full 
statement  of  ingredients.  The  Commis¬ 
sioner  recognizes  that,  by  using  the  term 
“nutrient  ingredients”  exclusively  in 
5  80.1  (i)  (4)  and  in  §80.1(1)  (2),  there 
may  be  a  misunderstanding  as  to  what 
substances  are  to  be  listed  on  the  label 
pursuant  to  these  provisions.  It  is  the 
Commissioner’s  intent  that  all  ingredi¬ 
ents,  i.e.,  those  which  are  nutrients  or 
the  source  of  nutrients  as  well  as  those 
which  serve  only  a  technological  func¬ 
tion,  be  stated  together  in  order  of  pre¬ 
dominance  in  one  ingredient  statement. 
The  natural  source  or  chemical  form  of 
each  individual  nutrient  present  in  the 
product  must  be  stated  rather  than  the 
nutrients  themselves.  To  clarify  this 
matter,  the  Commissioner  amends  the 
first  sentence  in  both  §§  80.1  (i)  (4)  and 
80.1(1)  (2)  by  deleting  the  word  “nu¬ 
trient”. 

27.  Exceptions  were  made  to  §  80.1  (k), 
which  requires  the  product  to  contain  not 
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less  than  the  quantity  of  each  vitamin 
and/or  mineral  as  set  forth  in  its  label 
when  consumed.  It  is  contended  that 
such  a  requirement  fails  to  recognize  var¬ 
iances  due  to  manufacturing  and  storage 
practices.  Such  exception  is  without 
exception  is  without  merit.  The  total 
quantity  of  vitamins  or  minerals  in  a 
supplement  when  consumed  should  be  no 
less  than  the  amount  declared.  The  man¬ 
ufacturer  will  be  allowed  reasonable 
overages  to  insure  that  the  vitamin  and 
mineral  content  of  a  product  does  not 
fall  below  the  declared  amount  due  to 
heat,  light,  oxidation,  storage,  transpor¬ 
tation.  or  unavoidable  deviation  in  good 
manufacturing  practices  (paragraph  35 
of  the  Proposed  Findings  of  Fact).  The 
Commissioner  concludes  no  change  is 
warranted. 

28.  Exceptions  were  received  concern¬ 
ing  ?  80.1  (m)  which  states  that  the  label¬ 
ing  for  a  dietary  supplement  shall  be  sub¬ 
ject  to  the  prohibitions  contained  in 
§  125.2(b).  All  of  these  exceptions  have 
been  fully  discussed  in  the  final  order 
on  Part  125  which  is  published  else¬ 
where  in  this  issue  of  the  Federal  Regis¬ 
ter.  The  Commissioner,  in  addition  to 
the  findings  of  fact  relied  upon  there,  re¬ 
lies  also  upon  paragraphs  8.  21,  32  and 
33  of  the  Proposed  Findings  of  Fact  for 
Part  80  as  hearing  evidence  which  clearly 
demonstrates  the  necessity  of  retaining 
§  80. Km). 

29.  Exceptions  were  received  objecting 
to  paragraphs  4,  8  and  11  of  the  Proposed 
Findings  of  Fact  on  the  ground  that 
these  findings  indicate  the  appropriate 
uses  of  therapeutic  formulations  of  vita¬ 
mins  and  minerals.  The  exceptions 
argued  that  the  appropriate  uses  of 
therapeutic  formulation  should  be  deter¬ 
mined  during  the  course  of  the  OTC 
drug  review  and  not  in  this  proceeding. 
The  Commissioner  has  reviewed  each  of 
the  findings  of  fact  in  question  and  con¬ 
cludes  no  change  or  modification  is 
required.  None  of  these  findings  relate 
to  drug  products.  To  clarify  this  issue, 
an  additional  Finding  of  Fact  37  will 
be  added  which  provides  that  it  is  the 
intent  of  the  Commissioner  that  the  ap¬ 
propriate  uses  of  therapeutic  formula¬ 
tions  of  vitamins  and  minerals  (i.e.,  those 
defined  as  a  drug  under  §  125.1(h)  are  to 
be  determined  during  the  course  of  the 
OTC  drug  review) : 

These  regulations  interpret  and  apply  sec¬ 
tions  403  (a)  and  (J)  of  the  act,  by  pre¬ 
scribing  requirements  for  label  information 
necessary  in  order  fully  to  inform  pur¬ 
chasers  of  the  value  of  dietary  supplements, 
which  are  foods  for  special  dietary  use,  and 
to  prevent  false  or  misleading  labeling  of 
such  foods.  Neither  the  findings  of  fact  nor 
the  regulations  relate  to  or  affect  vitamin- 
mineral  products  which  are  classified  as 
“drugs”.  It  is  the  intent  of  the  Food  and 
Drug  Administration  that  the  safety,  effec¬ 
tiveness,  and  labeling  of  OTC  vitamin- 
mineral  drugs  be  determined  through  the 
separate  OTC  drug  review  for  vitamin - 
mineral  drugs  as  provided  in  21  CFR  130.301. 
The  OTC  vitamin-mineral  drug  review  panel 
will  make  its  own  independent  inquiry  on 
these  matters. 

30.  A  number  of  the  exceptions  and 
letters  raised  general  questions  about  the 
Food  and  Drug  Administration's  overall 


policy  on  vitamin-mineral  products. 
These  general  questions  were  also  the 
subject  of  an  inquiry  from  five  members 
of  Congress,  the  response  to  which  has 
been  reprinted  in  the  Congressional  Rec¬ 
ord  of  July  12,  1973  (119  Cong.  Rec. 
S13214-S13220) .  In  lieu  of  reiterating  the 
lengthy  discussion  in  that  response,  the 
Commissioner  hereby  incorporates  it  by 
reference  and  advises  that  it  accurately 
reflects  the  basis  for  and  his  interpreta¬ 
tion  and  application  of  these  regula¬ 
tions. 

Having  considered  the  evidence  re¬ 
ceived  at  Ihe  hearing,  the  Hearing 
Examiner's  Report,  and  all  the  excep¬ 
tions  and  written  arguments  which  were 
filed,  the  Commissioner,  pursuant  to  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(secs.  201  (n),  401,  403(a)  and  (j),  701(a) 
and  <e>.  52  Stat.  1046,  1048,  1055,  as 
amended  by  70  Stat.  919;  21  U.S.C. 
321<n),  341,  343<a>  and  (j),  371(a)  and 
(e) )  and  under  authority  delegated  to 
him  (21  CFR  2.120),  issues  the  following 
findings  of  fact,  conclusions  and  final 
order : 

Findings  of  Fact  1 

1.  The  hearings  have  shown  that  there 
is  a  need  to  establish  a  definition  for 
dietary  supplements,  and  to  describe 
what  is  a  rational  composition  for  dietary 
supplements  in  terms  of  the  vitamins  and 
minerals  present,  and  the  quantities 
allowed. 

2.  The  apparent  appeal  to  consumers 
which  results  from  the  addition  of  vita¬ 
mins  and  minerals  to  food  articles,  with 
concurrent  promotion  calling  attention 
to  this  fact,  has  resulted  in  ever  increas¬ 
ing  amounts,  qualitatively  and  quantita¬ 
tively,  of  these  nutrients  being  added  to 
various  foods  (Weissenburg,  Tr.  8569- 
8570;  Exhibit  P-1151,  page  Cl).  In  many 
cases,  foods,  particularly  some  cereal 
products,  have  become  the  equivalent  of 
multivitamin/multimineral  dietary  sup¬ 
plements  in  terms  of  their  added  nutrient 
contents  ( Weissenberg,  Tr.  8584 ;  WD-G- 
Gullberg,  Q&A  35). 

3.  The  establishment  of  a  standard  of 
identity  and  quantitative  limits  for  the 
nutrient  ingredients  in  dietary  supple¬ 
ments  will  reduce  consumer  confusion 
concerning  choice  of  dietary  supplements 
by  insuring  a  basically  rational  formula 
for  all  products  (Mayer,  Tr.  28868;  WD- 
G-Gullberg,  Q&A  31). 

4.  Dietary  supplements  are  articles 
purporting  to  be  or  represented  for  spe¬ 
cial  dietary  use  by  man  to  supplement  his 
diet  by  increasing  the  total  dietary  intake 
of  vitamins  and/or  minerals.  They  may 
be  prepared  as  tablets,  capsules,  pills, 
wafers,  or  similar  uniform  units,  and/or 
in  powder,  granular,  flake  or  liquid  form 
(Grollman,  Tr.  1660;  Mickelsen,  Tr.  2421- 

1  The  abbreviations  In  the  citations  are : 

Tr. — For  transcript  pages  of  the  hearing. 

P. — For  exhibits  Introduced  by  the  Govern¬ 
ment,  the  proponent. 

O. — For  exhibits  Introduced  by  opponents. 

WD-G — For  written  direct  testimony  by  a 
witness  for  the  Government. 

WD-3A — For  written  direct  testimony  by 
a  witness  for  the  designated  opponent  (e  g. 
“3A”) . 

Q&A — Question  and  answer. 


2424;  Hodges,  Tr.  2874;  Herbert,  Tr. 
9859;  Garrett,  Tr.  10943;  WD-G-Ross, 
Q&A  14).  The  proper  use  of  dietary  sup¬ 
plements  of  vitamins  and/or  minerals 
is  for  short-term  correction  of  specific 
inadequacy  of  intake  (Hodges,  Tr.  2874- 
2875;  Herbert,  Tr.  9860,  9922-9923 ) .  They 
are  not  intended  for  therapeutic  use  for 
the  correction  of  disorders  in  humans  by 
the  administration  of  large  amounts  of 
specific  nutrients  (Grollman,  Tr.  1680- 
1682;  Herbert,  Tr.  9896;  Hodges,  Tr. 
2937-2940,  2970-2971;  WD-G-Harrison, 
Q&A  22;  WD-3 A-Sebrell ,  Q&A  44;  WD- 
G-Schaefer,  Q&A  36,  37). 

5.  Vitamins  are  organic  substances, 
present  in  foods,  which  are  essential  for 
the  maintenance  of  human  life  and  the 
activity  of  the  cells  of  the  body  (Groll¬ 
man,  Tr.  1624-1625;  WD-3A-Sebrell, 
Q&A  4).  These  include  vitamins  A,  D,  E, 
K,  C  (ascorbic  acid),  B,  (thiamine),  Bj 
(riboflavin),  B„,  and  B,;.  niacin,  folic 
acid  (folacin),  biotin,  and  pantothenic 
acid  (Exh.  P-651;  Grollman,  Tr.  1625- 
1627). 

6.  Essential  mineral  nutrients  include 
the  inorganic  elements  calcium,  phos¬ 
phorus,  iodine,  iron,  magnesium,  copper, 
zinc,  sodium,  potassium,  and  manganese. 
They  are  needed  by  the  human  body  in 
varying  amounts,  and  are  utilized  in  a 
variety  of  metabolic  processes  (WD-3A- 
Sebrell,  Q&A  4) . 

7.  The  sale  and  use  of  vitamln/mlneral 
preparations  in  the  United  States  are  ex¬ 
tensive,  running  into  hundreds  of  mil¬ 
lions  of  dollars  annually  in  wholesale 
bulk  value,  and  involve  three-fourths  of 
American  households  (Exh.  P-735;  Exh. 
P-1151,  pages  B1  and  B2).  The  majority 
of  such  preparations  differ  qualitatively 
and  quantitatively  from  each  other,  pre¬ 
senting  a  bewildering  variety  to  the 
consumer  (Weissenberg,  Tr.  5998,  6551- 
6552,  8752-8756;  WD-G-Gullberg,  Q&A 
14,  26;  Exhibits  P-2,  P-3,  P-8,  P-9,  P-40- 
42,  P-47,  P-51-54,  P-57-59,  P-61-70,  P- 
72-74,  P-76-78,  P-80-153,  P-156-163,  P- 
165-174,  P-188,  P-194-349,  P-398,  P-399, 
P-400,  P-402-404,  P-468,  P-471,  P-564, 
P-567,  P-575-579,  P-582-594,  P-596-597, 
P-599,  P-600,  P-613). 

8.  Many  dietary  supplements  are  nu¬ 

tritionally  Irrational,  in  that  they  pro¬ 
vide  quantitative  levels  and  qualitative 
combinations  of  nutrients  for  which  no 
human  individual  need  could  possibly 
exist,  if  the  products  are  used  only  as 
dietary  supplements  (Grollman,  Tr.  1683 
(Exhibit  P-84),  1686  (Exhibit  P-89), 
1688  (Exhibit  P-94),  1691  (Exhibit  P- 
95),  1696  (Exhibit  P-102) ,  1699  (Exhibit 
P-113),  1701-1702  (Exhibit  P-113),  1707- 
1709  (Exhibit  P-124),  1713  (Exhibit  P- 
157),  1714  (Exhibit  P-158);  Mickelsen, 
Tr.  2447-2447A  (Exhibit  P-166),  2448- 
2450  (Exhibit  P-168) ,  2451-2452  (Exhibit 
P-169),  2455-2457  (Exhibit  P-171) ; 

Hodges,  Tr.  2942  (Exhibit  P-183);  Her¬ 
bert,  Tr.  9898-9899  (Exhibit  P-232); 
Weissenberg,  Tr.  6553-6554;  WD-G- 
Gullberg,  Q&A  26;  Exhibits  P-588,  P- 
595).  Lay  persons  are  incapable  of  de¬ 
termining,  by  themselves,  whether  they 
have  or  are  likely  to  develop  vitamin  or 
mineral  deficiencies  (Grollman,  Tr. 
1771-2,  1782;  Herbert.  Tr.  9961,  9979-80, 
10,029;  Unglaub,  Tr.  28,942;  Wallerstein, 
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Tr.  28,989;  Hodges.  Tr.  2994-5;  Mickel- 
sen,  Tr.  2520;  Mayer,  Tr.  28,892-3) . 

9.  Although  approximately  20  percent 
of  the  users  of  dietary  supplements  of 
vitamins  and  minerals  actually  use  those 
articles  to  supplement  or  balance  their 
diet,  more  than  40  percent  of  those  per¬ 
sons  admit  they  have  no  idea  which  vi¬ 
tamins  or  minerals,  if  any,  are  not  suf¬ 
ficiently  supplied  by  their  diet  (Exhibit 
P-1151,  page  B4,  Q&A  4b) . 

10.  Certain  basic  vitamins  and/or 
minerals  should  be  included  in  all  arti¬ 
cles  offered  as  multivitamin  and/or  mul¬ 
timineral  supplements.  The  remaining 
group  of  appropriate  vitamins  and/or 
minerals  are  considered  to  be  scientific¬ 
ally  optional  for  inclusion  (Herbert,  Tr. 
9880-9882).  The  mandatory  group  of  vi¬ 
tamins  and/or  minerals  found  in  multi¬ 
vitamin  and/or  multimineral  supple¬ 
ments  should  include  all  those  listed  in 
the  table  entitled  “Recommended  Daily 
Dietary  Allowances,  Revised  1968”  in 
publication  1694  of  the  National  Academy 
of  Sciences  (WD-43-Filer,  pp.  19-20; 
WD-33-Coursin,  p.  23;  WD-33-Emer- 
son,  p.  9;  WD-33-Brin,  pp.  23-24;  WD- 
33-Krehl,  pp.  8-9,  Tr.  27216-27217, 
27255-27256;  WD-33-Horwitt,  pp.  12- 
14;  Hodges,  Tr.  2878-2879,  2945-2946, 
6813,7007). 

11.  Many  dietary  supplements  contain 
such  high  amounts  of  nutrients  that  they 
are  appropriate  only  for  therapeutic  use, 
for  persons  already  in  a  deficiency  state 
(Hodges,  Tr.  2939-40).  Some  of  these 
contain  potentially  toxic  amounts  of 
certain  vitamins  (Herbert,  Tr.  9891; 
Grollman,  Tr.  1711;  Exhs.  P-113,  P-183, 
P-594) .  There  is  a  sound  scientific  basis 
for  establishing  quantitative  maximums 
on  the  nutrient  ingredients  in  a  dietary 
supplement  (Herbert,  Tr.  9900-9904; 
WD-G-Ross,  Q.  &  A.  17,  18;  WD-G-Har- 
rison,  Q.  &  A.  22).  This  is  based  on  the 
rapid  excretion  of  excesses  of  certain  nu¬ 
trients  without  benefit  to  the  consumer, 
as  well  as  on  the  potential  problems  of 
toxicity  or  nutritional  imbalances  due  to 
excessive  ingestion  of  certain  nutrients 
(Grollman,  Tr.  1666-1669;  Herbert,  Tr. 
9861-9862;  Mickelsen,  Tr.  2433-2434; 
WD-3A-Sebrell,  Q.  &  A.  24,  25;  Polack, 
Tr.  4954-4955;  Exh.  P-1142). 

12.  Some  dietary  supplements  contain 
so  little  of  a  named  nutrient  as  to  be 
insignificant  in  human  nutrition  <  Swain, 
Tr.  233,  488;  Grollman,  Tr.  1695-1696 
(Exh.  P-102) ;  Mickelsen,  Tr.  2448  (Exh. 
P-167),  2451  (Exh.  P-169),  2456  (Exh. 
P-171),  2469  (Exh.  P-173);  Hodges,  Tr. 
2935  (Exh.  P-180);  WD-G-Gullberg, 
Q&A  26).  There  is  a  sound  scientific 
basis  for  establishing  quantitative  mini- 
mums  on  the  nutrient  ingredients  for 
dietary  supplements  since  only  substan¬ 
tial  amounts  of  nutrients  should  be  rep¬ 
resented  for  purposes  of  dietary  supple¬ 
mentation  (Herbert,  Tr.  9867;  WD-G- 
Harrison,  Q&A  24;  Boehne,  Tr.  2764; 
WD-3A-Sebrell,  Q&A  26,  27,  39). 

13.  Certain  dietary  supplements  ^ire 
objectionable  because  they  must  be  taken 
in  large  numbers  of  units  for  the  user 
to  get  the  designated  amounts  of  the 
nutrients  involved  (Grollman,  Tr.  1685 
(Exhibit  P-89);  Hodges,  Tr.  2936  (Ex¬ 


hibit  P-180);  Exhibits  P-179,  P-359,  P- 
368,  P-383,  P-395).  In  establishing  a 
standard  of  identity  for  dietary  supple¬ 
ments  it  is  medically  and  pharmacologi¬ 
cally  sound  to  establish  a  standard  of 
identity  for  dietary  supplements  on  the 
basis  of  units  suitable  for  and  practical 
of  consumption  in  one  day  (Grollman, 
Tr.  1661;  Hodges,  Tr.  2956). 

14.  There  are  demonstrable  distinc¬ 
tions  among  the  nutritional  requirements 
of  infants  and  young  children,  and  preg¬ 
nant  or  lactating  women,  as  compared 
to  the  nutritional  requirements  of  adults 
(Michelsen,  Tr.  2424-2427;  Grollman,  Tr. 
1665;  Hodges,  Tr.  2877-2878;  Herbert,  Tr. 
9944;  WD-3A-Sebrell,  Q&A  15.  16.  19  and 
28;  WD-G-Ross,  Q&A  23;  Boehne,  Tr. 
2741-2759). 

15.  There  is  scientific  or  medical  jus¬ 
tification  for  selecting  an  age  separa¬ 
tion  at  4  years  of  age  for  the  purpose  of 
establishing  a  basis  for  dietary  supple¬ 
ments  (WD-33-Krehl,  pp.  5-8;  WD-33- 
Emerson,  pp.  4-5;  WD-43-Piler,  p.  21). 
The  recommended  daily  dietary  allow¬ 
ances  of  the  Pood  and  Nutrition  Board, 
NAS-NRC,  for  2-  to  3-year-olds  can 
safely  be  used  by  infants  and  1-  to  2- 
year-olds,  and  the  maximum  values  for 
the  under  4-year-old  group  can  be  used 
for  all  infants  and  children  under  4  years 
of  age  (WD-33-Krehl,  pp.  6-7;  Hodges, 
Tr.  2,  877-8;  WD-43-Graham;  and  WD- 
43-Filer,  p.  21) . 

16.  The  “Recommended  Dietary  Allow¬ 
ances,”  revised  periodically  by  the  Food 
and  Nutrition  Board  of  the  National 
Research  Council,  National  Academy  of 
Sciences,  represent  established  nutrient 
levels  that  are  quantitatively  high  enough 
to  provide  for  the  adequate  intake  of 
essential  nutrients  under  the  wide  variety 
of  conditions  that  exist  in  this  country 
for  essentially  all  of  the  normal  healthy 
persons  in  the  United  States.  Further¬ 
more,  these  levels  are  reviewed,  discussed, 
and  accepted  by  numerous  scientists  and, 
therefore,  are  considered  to  be  extremely 
reliable.  (Hodges,  Tr.  2880,  2919,  2964- 
65;  Grollman,  Tr.  1670,  1763;  Mickelsen, 
Tr.  2438-39;  Herbert,  Tr.  9865-67;  WD- 
G-Harrison,  Q&A  23;  Schweigert,  Tr. 
8257,  8260;  WD-G-GuUberg,  Q&A  19; 
Exhibit  P-651;  Sebrell,  Tr.  26,  181). 

17.  Publication  No.  1694  of  the  National 
Academy  of  Sciences  entitled  “Recom¬ 
mended  Dietary  Allowances,  Seventh  Re¬ 
vised  Edition,  1968,  A  Report  of  the  Food 
and  Nutrition  Board,  National  Research 
Council,”  and  subsequent  editions,  should 
be  used  as  the  source  of  authentic  and 
reliable  Information  on  which  to  base 
recommended  daily  allowances  of  nutri¬ 
ents  ( WD-3 A-Sebrell,  Q&A  9,  10,  18, 
19,  Tr.  26181;  Hodges,  Tr.  2917;  Herbert, 
Tr.  9865:  WD-G-Harrison,  Q&A  14,  23, 
26,  27;  WD-G-Ross.  Q&A  65). 

18.  Recommended  dietary  allowances 
adapted  from  publication  1694  of  the 
National  Academy  of  Sciences  are  suf¬ 
ficiently  above  the  average  requirement 
for  particular  nutrients  to  cover  the  needs 
of  between  95  percent  and  99  percent  of 
the  normal  healthy  population  (Hodges, 
Tr.  7083 ;  WD-46-Olsen,  page  7,  Tr. 
.29466-67;  Jukes,  Tr.  28688;  Briggs,  Tr. 
28761 ;  Mayer,  Tr.  28865-66;  Stokstad,  Tr. 


26742;  Goodhart,  Tr.  30169-70;  Stare,  Tr. 
29280;  WD-G-Ross  p.  5). 

19.  The  identity  and  levels  of  nutrients 
in  the  NAS-NRC  Recommended  Dietary 
Allowances  are  extremely  reliable  since 
they  are  reviewed  and  discussed  by  large 
numbers  of  scientists  and  brought  up  for 
revision  approximately  every  5  years 
(Mickelsen,  Tr.  2438-2439) ;  Hodges,  Tr. 
2880;  Sebrell,  Tr.  26181).  They  are  the 
best  basis  on  which  to  establish  a  stand¬ 
ard  of  identity  for  dietary  supplements  of 
vitamins  and  minerals  in  the  United 
States  (Grollman,  Tr.  1670;  Mickelsen, 
Tr.  2438;  Herbert,  Tr.  9864-9865;  WD- 
3A-Sebrell,  Q&A  5-7;  Sebrell,  Tr. 
26181;  WD-G-Ross,  Q&A  19).  Publica¬ 
tion  1694  of  the  National  Academy  of  Sci¬ 
ences,  entitled  "Recommended  Dietary 
Allowances,  Seventh  Revised  Edition, 
1968,  A  Report  of  the  Food  and  Nutrition 
Board,  National  Research  Council” 
should  be  used  as  the  source  of  authentic 
and  reliable  information  on  which  to 
base  a  standard  of  identity  for  dietary 
supplements  of  vitamins  and  minerals 
(Exhibit  P-651) .  Values  for  essential  nu¬ 
trients  (to  be  designated  as  “U.S.  Recom¬ 
mended  Daily  Allowances  (U.S.  RDA’s)  ”) 
may  reasonably  be  derived  from  the  table 
and  sections  in  the  text  of  this  publica¬ 
tion  (WD-3A-Sebrell,  Q&A  15). 

20.  The  human  body  has  the  capacity 
to  store  varying  amounts  of  almost  all 
vitamins  as  reserves  to  be  drawn  upon 
when  needed  (Mickelsen,  Tr.  2436).  Fat- 
soluble  vitamins,  particularly  vitamins  A 
and  D,  are  readily  stored  for  relatively 
long  periods  of  time,  while  excesses  of  the 
water-soluble  vitamins  are  excreted  more 
rapidly  (Grollman,  Tr.  1628-1629;  Mick¬ 
elsen,  Tr.  2645;  WD-3A-Sebrell,  Q&A 
4).  The  excessive  ingestion  of  the  fat- 
soluble  vitamins  A  and  D,  because  of 
their  relatively  high  retention  by  the 
human  body,  poses  a  potential  danger  of 
toxicity  (Mickelsen,  Tr.  2644-2645; 
Hodges,  Tr.  2956;  WD-G-Ross,  Q&A 
18;  WD-G-Harrison,  Q&A  22;  Herbert, 
Tr.  9891). 

21.  The  nutrients  which  are  scientif¬ 
ically  appropriate  for  inclusion  in  dietary 
supplements  in  the  United  States  are  (1) 
the  vitamins  A,  C,  D,  E,  folic  acid,  niacin, 
riboflavin,  thiamine,  B«,  B,..  biotin,  and 
pantothenic  acid;  and  (2)  the  minerals 
calcium,  phosphorus,  iodine,  iron,  mag¬ 
nesium,  copper,  and  zinc  (Hodges  Tr. 
2879;  Grollman,  Tr.  1662;  Mickelsen,  Tr. 
2427-2430;  Herbert,  Tr.  9861,  9868,  9881; 
Krehl,  Tr.  27,  216-27,  WD-G-Ross,  Q.  & 
A.  15,  16;  WD-G-Harrison,  Q.  &  A.  20; 
Exhibit  P-651). 

22.  The  establishment  of  qualitative 
and  quantitative  limits  on  the  composi¬ 
tion  of  dietary  supplements  will  reduce 
consumer  confusion  concerning  choice  of 
dietary  supplements  by  ensuring  a  basic¬ 
ally  rational  formula  for  all  products 
(WD-G-Gullberg,  Q.  &  A.  31,  Weissen- 
berg,  Tr.  7737). 

23.  From  among  these  nutrients,  ap¬ 
propriate  for  inclusion  in  dietary  supple¬ 
ments,  certain  basic  vitamins  and/or 
minerals  should  be  included  in  all  articles 
offered  as  multivitamin  and/or  multi¬ 
mineral  supplements  (Herbert,  Tr.  9880- 
81).  Conversely,  certain  vitamins  and 
minerals  are,  scientifically,  optional  in 


FEDERAL  REGISTER,  VOL.  38,  NO.  148 — THURSDAY,  AUGUST  2,  1973 


20736 


RULES  AND  REGULATIONS 


terms  of  whether  or  not  they  should  be 
included  in  a  multivitamin  and/or  multi¬ 
mineral  supplement  (Herbert,  Tr.  9882). 

24.  A  gross  excess  of  folic  acid  intake 
on  the  part  of  human  beings  can  inter¬ 
fere  with  the  diagnosis  of  pernicious 
anemia  as  it  masks  the  hematological 
manifestations  of  vitamin  Bia  deficien¬ 
cies.  (Herbert,  Tr.  9872-73.) 

25.  While  people  in  the  United  States 
appear  to  have  some  understanding  of 
the  comparatively  greater  requirements 
for  iron  experienced  by  many  women 
during  their  child-bearing  years,  this  ap¬ 
pears  to  have  affected  opinion  about 
other  nutrients,  since  wrell  over  a  third  of 
the  population  believes  that  women  need 
more  vitamins  than  men  (Exhibit  P- 
1151,  page  B13,  questions  20,  20a,  21, 
21a).  However,  when  iron  is  not  named, 
only  16  percent  of  the  population  ex¬ 
presses  an  opinion  that  there  is  any  dif¬ 
ference  in  the  mineral  requirements  of 
men  and  women  (Exhibit  P-1151,  page 
B14.  question  22). 

26.  All  vitamins  are  specific  chemical 
compounds.  Each  has  the  same  compo¬ 
sition  and  effect  whether  it  is  syntheti¬ 
cally  produced  or  derived  from  natural 
sources.  (Grollman,  Tr.  1758-1759; 
Mickelsen,  Tr.  2471;  Hodges,  Tr.  2958- 
2959,  2962;  Herbert,  Tr.  9937-9938;  WD- 
G-Harrison,  Q&A  36) . 

27.  It  is  pharmacologically  necessary 
to  allow,  in  a  standard  of  identity  for 
dietary  supplements,  for  the  inclusion  of 
preservatives,  stabilizers,  colors,  sweet¬ 
eners,  seasoning,  carriers,  bases,  ve¬ 
hicles,  and  other  substances  which  fa¬ 
cilitate  preparation  of  the  product. 
However,  no  greater  quantity  of  any  such 
substances  should  be  allowed  to  be  in¬ 
cluded  than  is  necessary  to  establish  the 
desired  physical  or  technical  effect. 
Furthermore,  the  biological  availability 
of  the  nutrients  in  the  dietary  supple¬ 
ment  should  not  be  impaired  by  the 
presence  of  such  substances.  (Grollman, 
Tr.  1752;  Garrett,  Tr.  11039*. 

28.  Lack  of  a  common  language  for 
Identifying  nutrients  in  dietary  supple¬ 
ments  has  resulted  in  use  of  highly  in¬ 
appropriate  names,  having  no  or  impre¬ 
cise  scientific  meaning.  The  resultant 
wide  variation  in  the  manner  of  quali¬ 
tatively  naming  and  quantitatively  de¬ 
claring  the  nutrients  in  a  dietary  supple¬ 
ment  on  its  label  also  extends  to  artificial 
colors,  artificial  flavors,  and  preserva¬ 
tives  used  in  producing  the  supplement. 
(Grollman,  Tr.  1698-1699,  1724;  Herbert, 
Tr.  9891,  9896-9897;  Weissenberg,  Tr. 
6623-6626.  8763-8764.  8789-8791;  Exhs. 
P-113,  P-161,  P-311,  P-95,  P-152). 

29.  The  use  of  standardized  common 
names  for  various  forms  of  dietary  sup¬ 
plements  will  aid  in  more  fully  informing 
purchasers  of  the  nature  and  value  of 
these  articles.  The  following  common 
names  are  scientifically  meaningful  and 
accurate  designations  for  the  various 
supplements  involved: 

(a)  “Multivitamin  and  multimineral 
supplement”,  for  a  dietary  supplement 
which  contains  all  of  the  mandatory  vita¬ 
mins  and  mandatory  minerals  listed  in 
the  table  under  §  80.1(f). 

(b)  “Multivitamin  supplement”,  for  a 
dietary  supplement  which  contains  all  of 


the  mandatory  vitamins  listed  in  the 
table  under  §  80.1(f). 

(c)  “Multimineral  supplement”,  for  a 
dietary  supplement  which  contains  all  of 
the  mandatory  minerals  listed  In  the 
table  under  §  80.1(f). 

(d)  “Multivitamin  and  iron  supple¬ 
ment"  or  “multivitamin  supplement  with 
iron”,  for  a  dietary  supplement  which 
contains  all  of  the  mandatory  vitamins 
listed  in  the  table  under  §  80.1(f)  plus 
the  mineral  iron. 

(e)  “ _ supplement”,  for  a 

dietary  supplement  which  contains  a 
single  vitamin  or  mineral  listed  in  the 
table  under  §  80.1(f),  the  blank  to  be 
filled  in  uTith  the  name  of  the  vitamin 
or  mineral  which  the  supplement  pur¬ 
ports  or  is  represented  to  contain. 
(Grollman,  Tr.  1753;  Hodges,  Tr.  2945- 
54;  Mickelsen,  Tr.  2487;  Herbert,  Tr. 
9882,  9884-91;  WD-G-Ross,  Q&A  28- 
33:  WD-G-Harrison,  Q&A  30-33. 

30.  It  is  scientifically  correct  and  nec¬ 
essary  for  the  purpose  of  determining 
the  value  of  a  dietary  supplement  as  a 
food  which  is  purported  to  be  or  is  rep¬ 
resented  for  a  special  dietary  use  that 
the  label  thereof  bear  a  statement  stat¬ 
ing  the  amount  and  percentage  of  the 
recommended  daily  allowance  of  each 
vitamin  and/or  mineral  which  the  sup¬ 
plement  contains  in  a  specified  daily 
quantity,  such  a  statement  being  given 
for  each  consumer  group  for  which  the 
supplement  is  offered  (Herbert,  Tr.  9944- 
9946;  Grollman,  Tr.  1762;  Hodges,  Tr. 
2964-2967;  WD-G-Ross.  Q&A  63;  Mic¬ 
kelsen,  Tr.  2685-2687).  It  is  also  neces¬ 
sary  that  clear  directions  for  frequency  of 
ingestion  be  stated  on  the  label  (Groll¬ 
man,  Tr.  1758;  Hodges,  Tr.  2955-2956; 
Herbert,  Tr.  9937). 

31.  Reasons  for  a  consumer  desiring  to 
know  the  sources  of  the  nutrients  in  a 
dietary  supplement  include :  ( 1 )  A  medi¬ 
cal  need  to  have  exact  knowledge  of  all 
potential  allergens  encountered  by  a  pa¬ 
tient  (WD-23-Kailin,  Q&A  22;  Lowe,  Tr. 
12579) ;  and  (2)  religious  or  philosophi¬ 
cal  needs  to  know  the  components  of 
one’s  total  diet  (WD-58-Morgan;  WD- 
58-Prazenka ;  WD-58-Pietz;  WD-23- 
Desmond;  WD-23-Singer;  WD-58-Pelc; 
WD-58-Curtis :  WD-58-Taylor;  WD- 32- 
Hill). 

32.  Many  dietary  supplements  include 
named  ingredients  which  are  of  no  value 
as  supplements  to  the  human  diet  <  Groll¬ 
man,  Tr.  1626,  1675-77,  1707,  Exhibit 
P-125;  Mickelsen.  Tr.  2464-65  'Exhibit 
P-172),  2469  (Exhibit  P-173);  Hodges, 
Tr.  2933  (Exhibit  P-179),  2936,  (Exhibit 
P-180);  Herbert,  Tr.  9891  (Exhibit 
P-113),  9899  (Exhibit  P-468;  Swain,  Tr. 
185-191,  213,  220,  221,  223,  229-231,  255, 
264,  269,  336,  397,  442,  447,  455.  469,  475, 
476,  487;  Weissenberg,  Tr.  8761,  6402, 
5949,  Exhibits  P-576,  P-591).  However, 
many  consumers  will  purchase  such 
products  with  long  lists  of  ingredients, 
believing  them  to  be  of  better  value  than 
products  with  a  lesser  number  of  in¬ 
gredients  (WD-G-Perloff,  Q&A  38-41; 
Exh.  P-1151,  page  B9,  questions  13,  14). 
Such  consumers  believe  that  if  an  in¬ 
gredient  is  listed,  it  must  significantly 
contribute  to  the  value  of  the  product  as 
a  dietary  supplement  (WD-G-Perloff, 


Q&A  18,  19;  Exh.  P-737).  The  label  of  a 
dietary  supplement,  as  a  food  for  special 
dietary  use,  should  bear  a  statement  of 
usefulness  consisting  of  a  list  of  the  nu¬ 
trient  ingredients  which  provide  the  spe¬ 
cial  use  characteristics.  The  list  of  such 
Ingredients  should  be  limited  to  those 
which  are  of  significant  value  and  need 
in  human  nutrition  as  components  of 
dietary  supplements  (Grollman,  Tr.  1766; 
Hodges,  Tr.  2969-2970;  Mickelsen,  Tr. 
2518-2520;  WD-G-Moses,  Q&A-33;  WD- 
G-Ross,  Q&A  59-61). 

33.  A  large  proportion  of  the  popula¬ 
tion  of  the  United  States  is  likely  to 
choose  dietary  supplements,  the  in¬ 
gredients  of  which  are  described  as 
“natural”  or  from  “natural  sources”,  on 
the  basis  that  “natural”  constituents  are 
superior  to  “synthetic”  constituents 
(WD-G-Perloff,  Q&A  44-46;  Exhibit 
P-1151,  pages  B-10  and  B-ll,  questions 
16,  16a,  16b).  There  are  many  dietary 
supplements  on  the  market  which  stress 
the  “natural”  source  of  their  constituents 
(Swain,  Tr.  234,  477;  Weissenberg,  Tr. 
6554-6556,  8757-8758;  Exhibits  P-6,  P-35, 
P-40-43,  P-54,  P-66-68,  P-70,  P-74), 
although  this  fact  is  of  no  nutritional 
significance  (Grollman,  Tr.  1758-1759; 
Mickelsen,  Tr.  2471;  Hodges,  Tr.  2933, 
2958-2959,  2962;  Herbert,  Tr.  9937-9938; 
WD-G-Harrison,  Q&A  36) . 

34.  It  is  medically  and  nutritionally 
appropriate  to  identify,  on  the  label, 
chemical  preservatives  used  in  a  dietary 
supplement,  as  well  as  to  indicate  on  the 
label  that  artificial  sweetener,  artificial 
coloring,  or  artificial  flavoring  has  been 
added  to  the  article,  if  such  is  the  case. 
In  addition  to  these  and  the  identifica¬ 
tion  of  the  nutrients  in  the  supplement, 
there  is  also  the  necessity  for  identifying 
alcohol,  if  present  (Grollman,  Tr.  1758; 
Hodges.  Tr.  2956-2957;  Herbert,  Tr.  9941- 
9942  * .  When  alcohol  is  included  as  an 
ingredient  in  a  dietary  supplement,  it  is 
necessary,  from  a  medical  point  of  view, 
that  the  amount  of  alcohol  contained  in 
the  dietary  supplement  by  expressed  on 
the  label  as  a  percent  by  volume  (Groll¬ 
man,  Tr.  1705,  1760-1761;  Hodges,  Tr. 
2956;  Herbert,  Tr.  9942). 

35.  Dietary  supplements  have  been 
found  on  the  market  containing  levels  of 
vitamins  below  declared  strength  (Weis¬ 
senberg,  Tr.  8769-8770;  Deutsch,  Tr. 
11147-11151;  Garrett,  Tr.  10986).  Under 
certain  ordinary  and  usual  conditions  of 
shipment,  storage,  and  shelf-life,  some 
vitamins  and  minerals  in  dietary  sup¬ 
plements  deteriorate,  affecting  the  nu¬ 
tritional  quality  of  the  supplement 
(Grollman,  Tr.  1761;  Mickelsen,  Tr. 
2489;  Hodges,  Tr.  2963-2964;  Herbert, 
Tr.  9942-9943;  Garrett,  Tr.  10943  et 
seq.).  Based  upon  knowrn  rates  of  dete¬ 
rioration,  it  is  technologically  feasible  to 
determine  an  appropriate  expiration 
date  for  dietary  supplements  beyond 
w-hich  they  should  not  be  sold  in  the 
event  deterioration  actually  occurs  <  Gar¬ 
rett,  Tr.  10981  et  seq.;  Exhs.  P-659, 
P-660) .  In  the  interest  of  consumers,  it  is 
reasonable  and  necessary  to  require  that 
a  manufacturer,  packer,  or  distributor 
of  dietary  supplements  containing  vita¬ 
mins  and>4or  minerals  determine  an  ap¬ 
propriate  expiration  date  for  his  prod- 
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uct,  based  on  deterioration  data  under 
specified  or  customary  conditions  of  han¬ 
dling  and  storage  as  indicated  on  the 
label,  and  that  the  expiration  date  be 
indicated  when  the  supplement  is  offered 
for  sale.  (Garrett,  Tr.  10978-10981, 
11013-11015;  Grollman,  Tr.  1762; 
Hodges,  Tr.  2963-2964;  Mickelson,  Tr. 
2489-2490;  Herbert,  Tr.  9943;  WD-G- 
Gullberg,  Q&A  17,  33;  WD-G-Ross, 
Q&A  40-42;  WD-G-Harrison,  Q&A  34, 
35). 

36.  The  following  table  represents  a 


37.  These  regulations  interpret  and 
apply  sections  403(a)  and  (j)  of  the  act, 
by  prescribing  requirements  for  label  in¬ 
formation  necessary  in  order  fully  to 
inform  purchasers  of  the  value  of  dietary 
supplements,  which  are  foods  for  special 
dietary  use,  and  to  prevent  false  or  mis¬ 
leading  labeling  of  such  foods.  Neither 
the  findings  of  fact  nor  the  regulations 
relate  to  or  affect  vitamin-mineral  prod¬ 
ucts  which  are  classified  as  “drugs”.  It 
is  the  intent  of  the  Food  and  Drug  Ad¬ 
ministration  that  the  safety,  effective¬ 
ness,  and  labeling  of  OTC  vitamin- 
mineral  drugs  be  determined  through  the 
separate  OTC  drug  review  for  vitamin- 
mineral  drugs  as  provided  in  21  CFR 
130.301.  The  OTC  vitamin-mineral  drug 
review  panel  will  make  its  own  independ¬ 
ent  inquiry  on  these  matters. 

Conclusions  of  Law 

Based  on  the  foregoing  statements  in 
conjunction  with  the  findings  of  fact 
herein  published  the  Commissioner  con¬ 
cludes,  that: 

1.  It  will  promote  honesty  and  fair 
dealing  in  the  Interest  of  consumers,  and 
will  assist  in  carrying  out  the  purpose 


reasonable  and  scientifically  accurate 
adaptation  of  the  1968  Recommended 
Dietary  Allowances  as  published  by  the 
Food  and  Nutrition  Board  of  the  Na¬ 
tional  Academy  of  Sciences-National  Re¬ 
search  Council  (WD-3A-Sebrell,  Q&A 
15) .  Upper  and  lower  limits  for  the  listed 
nutrients  are  appropriate  for  dietary  sup¬ 
plements  of  vitamins  and  minerals  (Her¬ 
bert,  Tr.  9900-04,  9867;  WD-G-Ross, 
Q&A  17,  18;  WD-G-Harrison,  Q&A  22, 
24;  Boehne,  Tr.  2764;  WD-3A-Sebrell, 
Q&A  26,  27,  39). 


of  the  law  of  providing  full  information 
to  consumers  as  to  the  value  of  such  foods 
for  special  dietary  use,  to  promulgate  a 
standard  of  identity  for  dietary  supple¬ 
ments  of  vitamins  and  minerals  as  here¬ 
inafter  set  forth  in  §  80.1. 

2.  Such  standard  should  limit  the  nu¬ 
trients  contained  therein  to  those  listed 
in  §  80.1(f). 

3.  Such  standard  should  limit  the  lower 
and  upper  amounts  of  nutrients  sup¬ 
plied,  to  those  listed  in  §  80.1(f). 

4.  The  label  of  the  dietary  supplement 

should  bear  the  statement  as  hereinafter 
prescribed  by  §  80.1(h),  “multivitamin 
and  multimineral  supplement”,  “multi¬ 
vitamin  supplement”,  “multimineral  sup¬ 
plement”,  “multivitamin  and  iron  sup¬ 
plement”,  or  “multivitamin  supplement 
with  iron”,  or  “ _  supple¬ 

ment”  (the  blank  to  be  filled  in  with  the 
name  of  the  vitamin  or  mineral  which 
the  supplement  purports  or  is  repre¬ 
sented  to  contain).  In  addition,  such 
standard  should  specify  the  nutrients 
which  shall  comprise  “multivitamin  and 
multimineral  supplements”,  “multivita¬ 
min  supplements”,  “multimineral  supple¬ 
ments”,  “  multivitamin  and  iron  supple¬ 


ments”,  or  “multivitamin  supplements 
with  iron”,  and  single  nutrient  supple¬ 
ments  as  hereinafter  prescribed  by 
§  80.1(b). 

5.  The  label  of  the  dietary  supplement 
should  bear  the  name  and  amount  of 
each  vitamin  and  mineral  supplied  by 
the  supplement  as  prescribed  by 
§  80. l(i) . 

6.  The  label  of  the  dietary  supplement 
also  should  name  the  natural  source  or 
chemical  form  of  the  nutrient  ingredi¬ 
ents  used. 

7.  The  label  of  a  dietary  supplement 
containing  one  or  more  nutrients  subject 
to  deterioration  should  bear  an  expira¬ 
tion  date  which  will  assure  that  the  sup¬ 
plement  contains  the  full  declared  level 
of  the  nutrients  when  consumed. 

Final  Order 

Therefore,  on  the  basis  of  the  forego¬ 
ing  findings  of  fact,  discussion,  and  con¬ 
clusions  of  law  drawn  therefrom:  It  is 
ordered.  That  the  stay  of  effective  date 
of  §  80.1,  which  stay  was  promulgated 
December  14,  1966  (31  FR  15730),  be 
ended  and  that  §  80.1  be  modified  to  read 
as  follows: 

PART  80— DEFINITIONS  AND  STAND¬ 
ARDS  OF  IDENTITY  FOR  FOOD  FOR 

SPECIAL  DIETARY  USES 

§  80.1  Dietary  supplements  of  vitamins 
and  minerals;  definition,  identity, 
label  statements. 

(a)  The  dietary  supplements  of  vita¬ 
mins  and/or  minerals  for  which  defini¬ 
tions  and  standards  of  identity  are 
prescribed  by  this  section  are  prepared 
and  offered  as  tablets,  capsules,  wafers, 
or  other  similar  uniform  units;  in 
powder,  granular,  flake,  or  liquid  form; 
or  in  the  physical  form  of  conventional 
foods;  and  purport  to  be  or  are  repre¬ 
sented  for  special  dietary  use  by  man  to 
supplement  his  diet  by  increasing  the 
total  dietary  intake  of  one  or  more  of 
the  essential  vitamins  and/or  minerals 
specified  in  paragraph  (f)  of  this  section. 
The  dietary  supplements  of  vitamins 
and/or  minerals  are  henceforth  referred 
to  as  “dietary  supplements”  in  this  sec¬ 
tion. 

(b)  Classifications  of  dietary  supple¬ 
ments. 

(1)A  dietary  supplement  shall  contain 
only  those  vitamins  and/or  minerals 
listed  in  paragraph  (f)  of  this  section 
and  shall  be  offered  for  its  vitamin 
and/or  mineral  content  only  in  the  fol¬ 
lowing  combinations,  with  the  provision 
that  any  vitamin  or  mineral  defined  as 
optional  in  paragraph  (f)  of  this  section 
may  be  omitted: 

(i)  All  vitamins  and  minerals. 

(ii)  All  vitamins. 

(iii)  All  minerals. 

(iv)  All  vitamins  and  the  mineral 
iron. 

(v)  Inclusion  of  the  optional  ingre¬ 
dients  vitamin  D  and/or  phosphorus  in 
a  multivitamin,  multimineral,  or  multi¬ 
vitamin  and  multimineral  supplement 
does  not  require  inclusion  of  any  addi¬ 
tional  optional  ingredients.  Inclusion  of 
the  optional  ingredients  biotin  and  pan- 


TJ.S.  Government  Recommended  Daily  Allowances  (TJ.S.  RDA’s)  and  Permissible  Compositional  Ranges 
for  Dietary  Supplements  of  Vitamins  and  Minerals 


Unit  of  Measurement 

Children  under  4 
years  of  age  1 — 

U.S.  RDA 

Adults  and  children  4 
or  more  years  of  age — 
U.S.  RDA 

Pregnant  or  lactating 
women— U.S.  RDA 

Lower 

Limit 

Upper 

Limit 

Lower 

Limit 

Upper 

Limit 

Lower 

Limit 

Upper 

Limit 

Vitamin* 

...  International  Units.. 

.  1,250 

2,  .500 

2,500 

2, 500 

5,000 

5,000 

5,000 

8,000 

8,000 

Vitamin  1)2, 

200 

400 

400 

400 

400 

400 

_ do . . . . 

5 

10 

15 

15 

30 

45 

30 

30 

60 

Vitamin  C__. 

...  Milligrams . 

20 

40 

60 

30 

00 

90 

60 

60 

120 

0.1 

0.2 

0.3 

0.2 

0.4 

0.4 

0.4 

0.8 

0.8 

. . do . 

.  0.35 

0.70 

1.05 

0.75 

1.50 

2.25 

1.50 

1.70 

3.00 

. . do . 

0.4 

0.8 

1.2 

0.8 

1.7 

2.6 

1.7 

2.0 

3.4 

4.5 

9.0 

13.5 

10.0 

20.0 

30.0 

20.0 

20.0 

40.0 

_  0.35 

0. 70 

1.05 

1.00 

2.00 

3.00 

2.00 

2.50 

4.00 

Vitamin  Bu. 

...  Micrograms . 

1.5 

3.0 

4.5 

3.0 

6.0 

9.0 

6.0 

8.0 

12.0 

Optimal 

...  International  Units.. 

200 

400 

400 

...  Milligrams . 

.  0. 075 

0.150 

0. 225 

0.1.50 

0.300 

0.450 

0.300 

0.300 

0.600 

Pantothenic 

. do . 

2.5 

5.0 

7.5 

5.0 

10.0 

15.0 

10.0 

10.0 

20.0 

acid 

Mineral » 

..  Grams . 

.  0. 125 

0.800 

1.200 

0.125 

1.000 

1.500 

0.125 

1.300 

2.000 

Do 

.  0. 125 

0.800 

1.200 

0. 125 

1.000 

1. 500 

Iodine . 

..  Mierograms . 

35 

70 

105 

75 

150 

225 

150 

150 

300 

..  Milligrams . . 

5 

10 

15 

9 

18 

27 

18 

18 

60 

Magnesium.. 

. Do . 

40 

200 

300 

100 

400 

600 

100 

450 

800 

Optional 

nr*TT 

0.125 

1  300 

2.000 

...  Milligrams . 

0.5 

1.0 

1.5 

1.0 

2.0 

3.0 

1.0 

2.0 

4.0 

Zinc'... . 

. Do . 

4.0 

8.0 

12.0 

7.5 

15.0 

22.5 

7.5 

15.0 

30.0 

1  When  labeled  for  use  by  infants,  a  dietary  supplement  shall  contain  not  less  than  the  lower  limit  designated  for 
a  nutrient  in  this  column  nor  more  than  100%  of  the  infant  U.S.  RDA  for  a  nutrient  as  prescribed  in  §  125.1(b)  except 
that  the  level  of  biotin,  when  used  shall  be  0.05  mg  per  daily  recommended  quantity. 

2  Optional  for  adults  and  children  4  or  more  years  of  ago. 

*  Optional  for  liquid  products. 

*  Lowor  limit  may  be  0.05  milligram  until  December  31, 1976.  ....  ,  , 

»  Optional  for  pregnant  or  lactating  women.  When  present,  the  quantity  of  phosphorus  may  bo  no  greater  than 
the  quantity  of  calcium. 
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U.S.  Recommended  Daily  Allowance 
(U.S.  RDA)  for  adults  and  children  4 
years  or  more  of  age  as  specified  in 
§  125.1(b)  of  this  chapter,  in  which  case 
the  provisions  of  both  this  section  and 
§  1.17  of  this  chapter  shall  apply.  If  the 
provisions  of  both  this  section  and  §  1.17 
apply  to  a  food,  the  labeling  of  such  food 
shall  conform  to  the  labeling  established 
in  this  section  except  that  the  labeling 
established  in  paragraph  (c)  of  §  1.17  of 
this  chapter,  including  the  order  for  list¬ 
ing  vitamins  and  minerals  established  in 
paragraph  (c)  (7)  (iv)  of  that  section, 
shall  be  used  in  lieu  of  the  labeling  estab¬ 
lished  in  paragraph  (i)  (1)  of  this 
section. 

(6 )  Raw  agricultural  commodities  <  in¬ 
cluding  marine  products)  which  by  their 
nature  are  sources  of  a  specific  vita- 
min(s)  and/or  mineral (s)  at  a  level  that, 
if  it  had  been  added,  would  have  brought 
them  within  the  definition  of  a  dietary 
supplement.  Such  shall  meet  all  the  re¬ 
quirements  of  this  section  if  they  are 
represented  as  dietary  supplements.  Such 
foods  may  also  be  used  as  a  source  of 
specific  vitamins  and/or  minerals  in  die¬ 
tary  supplements  meeting  the  require¬ 
ments  of  this  section. 

(7)  A  food  with  nutrients  restored  to 
pre-processing  levels  or  added  pursuant 
to  §  1.8(e)  of  this  chapter  so  that  it  is 
not  nutritionally  inferior  to  the  food  for 
which  it  substitutes  and  which  it 
resembles. 


tothenic  acid  and/or  copper  and  zinc  in 
such  products  does  not  require  inclusion 
of  vitamin  D  and/or  phosphorus  when 
the  latter  two  nutrients  are  optional.  The 
inclusion  of  any  of  the  other  optional 
ingredients  (biotin  or  pantothenic  acid 
for  vitamins  and  copper  or  zinc  for  min¬ 
erals)  requires  the  inclusion  of  both  such 
optional  ingredients  if  the  product  is  a 
multivitamin  or  multimineral  supple¬ 
ment,  and  requires  the  inclusion  of  all 
four  such  ingredients  if  the  product  is  a 
multivitamin  and  multimineral  supple¬ 
ment. 

(2)  A  dietary  supplement  may  also  be 
composed  of  any  single  vitamin  or  min¬ 
eral  listed  in  paragraph  (f)  of  this 
section. 

(3)  Folic  acid  is  optional  for  liquid 
dietary  supplements  because  of  instabil¬ 
ity  of  the  vitamin  in  liquid  preparations. 
Liquid  dietary  supplements  containing 
multivitamins  but  not  containing  folic 
acid  shall  bear  the  followTing  statement 
on  the  label,  “This  product  does  not  con¬ 
tain  the  essential  vitamin  folic  acid” 
which  shall  immediately  follow  the  list¬ 
ing  of  vitamins,  and  minerals  as  pre¬ 
scribed  in  paragraph  (i)  of  this  section. 

<4)  Addition  to  or  amendment  of  the 
list  of  permissible  combinations  of  vita¬ 
mins  and/or  minerals  contained  in  para¬ 
graph  (b)(1)  of  this  section  may  be 
proposed  by  the  Commissioner  of  Food 
and  Drugs,  on  his  own  initiative,  or  upon 
petition  by  an  interested  person  in  ac¬ 
cordance  with  the  procedures  set  forth 
in  Part  2  of  this  chapter.  Any  such  peti¬ 
tion  shall  be  submitted  in  the  form  set 
forth  in  §  2.65  of  this  chapter,  and  shall 
include  scientific  data  of  a  human  nutri¬ 
tional  and/or  technological  nature  to 
support  such  addition  or  amendment  as 
being  consistent  with  the  definition  and 
purpose  of  dietary  supplements  as  de¬ 
scribed  by  this  section.  The  Commis¬ 
sioner,  upon  request,  may  extend  the 
effective  date  of  this  section  with  respect 
to  any  particular  product  or  class  of 
products  pending  consideration  and  any 
administrative  or  court  proceedings  re¬ 
lating  to  any  such  petition,  and  may  set 
a  new  effective  date  upon  completion  of 
the  matter. 

<5)  The  provisions  of  this  section  shall 
not  apply  to  any  food  which  contains  or 
consists  of  any  vitamin  or  mineral  listed 
in  §  125.1(b)  of  this  chapter,  or  any  com¬ 
bination  thereof,  provided  that  all  of  the 
following  requirements  are  met:  (i)  No 
such  nutrient  is  contained  at  a  level  of 
50  percent  or  more  of  the  adult  U.S.  RDA 
per  serving  for  that  nutrient,  (ii)  No  di¬ 
rect  or  implied  representation  is  made  on 
the  label,  in  labeling,  or  in  advertising 
that  the  product  is  a  dietary  supplement 
or  is  adequate  or  appropriate  for  sup¬ 
plementing  the  daily  diet  with  essential 
nutrients,  and  (iii)  The  product  is 
labeled  pursuant  to  the  provisions  of 
§  1.17  of  this  chapter. 

(c)  General  definitions. 

(1)  Subject  to  good  manufacturing 
practices,  dietary  supplements  described 
in  this  section  shall  contain  in  the  speci¬ 
fied  daily  quantity  no  less  than  the  lower 
limit  nor  more  than  the  upper  limit  of 
any  nutrient  specified  in  paragraph  (f) 


of  this  section  for  the  group(s)  for  which 
the  supplement  is  offered. 

(2)  For  the  purposes  of  this  section, 
the  term  “daily  quantity”  means  the 
quantity  of  a  dietary  supplement  that 
shall  be  specified  in  the  labeling  of  the 
dietary  supplement  for  consumption  in 
a  period  of  1  day,  and  which  shall  be 
an  amount  or  number  of  units  reason¬ 
ably  suitable  for  and  practicable  of  con¬ 
sumption  in  1  day. 

(3)  In  the  event  a  dietary  supplement 
is  offered  for  more  than  one  specific 
group,  the  specified  daily  quantity  for 
each  group  shall  be  stated  separately  on 
the  label. 

(d)  The  different  groups  described  in 
§  125.1(b)  of  this  chapter  shall  be  desig¬ 
nated  as  follows:  For  labeling  purposes: 

(1)  Infants, 

(2)  Children  under  4  years  of  age, 

(3)  Adults  and  children  4  or  more 
years  of  age, 

( 4 )  Pregnant  or  lactating  women . 

(e)  Section  80.1  does  not  apply  to: 

(1)  Other  standardized  foods. 

(2)  Foods  the  composition  of  which 
is  defined  by  other  regulations  or 
statutes. 

(3)  Any  food  represented  for  use  as 
the  sole  item  of  a  meal  or  of  the  diet. 

(4)  Foods  represented  for  use  solely 
under  medical  supervision  to  meet  nutri¬ 
tional  requirements  in  specific  medical 
conditions. 

(5)  Raw  agricultural  commodities  (in¬ 
cluding  marine  products)  and  fabricated 
and  other  conventional  foods  to  which 
single  or  multiple  vitamins  and/or  min¬ 
erals  are  added  to  improve  nutritional 
quality,  unless  the  total  level  (including 
any  naturally  occurring  amounts)  of  any 
added  vitamin  or  mineral  per  single  serv¬ 
ing  attains  or  exceeds  50  percent  of  the 


(f)  Permissible  qualitative  and  quan¬ 
titative  composition  of  dietary  supple¬ 
ments. 

(1)  The  following  table  sets  forth  the 
permissible  qualitative  and  quantitative 
composition  of  dietary  supplements  of 
vitamins  and/or  minerals: 


U.S.  Government  Recommended  Daily  Allowances  (U.S.  RDA's)  and  Permissible  Composition  vi.  Ranc.es 
for  Dietary  Supplements  of  Vitamins  and  Minerals 


Children  under  4  Adults  and  children  4 
years  of  age, 1 —  or  more  years  of  age —  Pregnant  of  lactating 
Unit  of  Measurement  U.S.  RDA  U.S.  RDA  women— U.S.  RDA 


Lower  Upper  Lower  Upper  Lower  Upper 

Limit  Limit  Limit  Limit  Limit  Limit 


Vitamins 

Mandatory 


Vitamin  A 

International  Units 

1,250 

2. 500 

2, 500 

2, 500 

5,000 

5, 000 

5, 000 

8. 000 

8.  onO 

Vitamin  !)-.  . 

. do .  . 

2M 

400 

400 

100 

inn 

too 

Vitamin  E _ 

_ do . . . 

5 

10 

15 

15 

30 

45 

30 

30 

60 

Vitamin  C _ 

Milligrams . 

20 

40 

60 

30 

CO 

90 

60 

60 

120 

Folic  acid  3 . 

. do .  . 

0.1 

0.2 

0.3 

0.2 

0.4 

0.4 

0.4 

O.h 

0.8 

Thiamine . 

. do . 

(1  35 

0. 70 

1.05 

0. 75 

1.50 

2.25 

1.50 

1.70 

3.00 

Riboflavin . 

. do . 

0.4 

0.8 

1.2 

0.8 

1.7 

2.6 

1.7 

2.0 

3.4 

Niacin . . 

. do . 

4.5 

9.0 

13.5 

10.0 

20.0 

30. 0 

20.0 

20. 0 

40. 0 

Vitamin  Be _ 

_ do . 

0. 35 

0.70 

1.05 

1.00 

2.00 

3. 00 

2.00 

2. 50 

4. 00 

Vitamin  B 

Micrograms . 

1.5 

3.0 

4.5 

3.0 

6.0 

9.0 

6.0 

8.0 

12.0 

Optional 

Vitamin  1) _ 

Internationa!  Units.. 

200 

400 

400  . 

Biotin  • . . 

Milligrams . 

.  0  075 

0  150 

0.  225 

0.150 

0.  300 

0. 450 

0.3110 

0. 300 

o.cno 

Pantothenic 

. do . . . 

2.5 

5.0 

7.5 

5.0 

10.0 

15.0 

10.0 

10.0 

■Jl  0 

acid. 

Minerals  Mandatory 

Calcium _ 

Grams .  . 

0.125 

0.800 

1.200 

0.125 

1.000 

1.500 

0.125 

1.800 

2.  nno 

Phosphorus J. 

_ Do . 

0  125 

0.800 

1. 200 

0. 125 

1.000 

1.500  . 

Iodine . 

Miorograms . 

35 

70 

105 

75 

150 

225 

150 

ISO 

300 

Iron _ 

Milligrams. . 

5 

10 

15 

9 

18 

27 

18 

18 

«n 

Magnesium.... 

. Do . 

40 

200 

300 

100 

400 

600 

100 

450 

800 

Optional 

Phosphorus  *... 
Copper _ 

Grains . 

0.125 

1.300 

2. 000 

Milligrams.. . . 

0.5 

1.0 

1.5 

1.0 

2.0 

3.0 

1.0 

2.0 

4.0 

Zinc . 

_ Do . . 

4.0 

8.0 

12.0 

7.5 

15.0 

22.5 

7.5 

15.0 

3*i.  0 

1  When  labeled  for  use  by  infants,  a  dietary  supplement  shall  contain  not  less  than  the  lower  limit  designated  for 
a  nutrient  in  this  column  nor  more  than  100%  of  the  infant  U.8.  RDA  for  a  nutrient  as  prescribed  in  §125. Pb)  except 
that  the  level  of  biotin,  when  used,  shall  be  0.05  mg  per  daily  recommended  quantity. 

2  Optional  for  adults  and  children  4  or  more  years  of  age. 

s  Optional  for  liquid  products. 

*  Lower  limit  may  be  0.05  milligram  until  December  31, 1976. 

*  Optional  for  pregnant  or  lactating  women.  When  present,  the  quantity  of  phosphorus  may  be  no  greater  than 
the  quantity  of  calcium. 
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(2)  The  U.S.  Recommended  Daily  Al¬ 
lowances  (U.S.  RDA’s)  have  been  derived 
by  the  Food  and  Drug  Administration 
from  the  “Recommended  Dietary  Allow¬ 
ances,”  published  by  the  Food  and  Nu¬ 
trition  Board,  National  Academy  of 
Sciences — National  Research  Council, 
and  are  subject  to  amendment  from  time 
to  time  as  more  information  on  human 
nutrition  becomes  available. 

(g)  Acceptable  ingredient  sources  for 
dietary  supplements : 

(1)  A  vitamin  or  mineral  used  in  a 
dietary  supplement  may  be  supplied  by 
any  suitable  chemically  synthesized  or 
naturally  produced  substance  which  is 
not  a  food  additive  as  defined  in  section 
201  (s)  of  the  act;  or  if  it  is  a  food  addi¬ 
tive  as  so  defined,  it  shall  be  used  in  con¬ 
formity  with  regulations  established  pur¬ 
suant  to  section  409  of  the  act. 

(2>  Any  safe  and  suitable  substance 
may  be  used  as  a  preservative,  stabilizer, 
flavor,  sweetener,  color,  seasoning,  car¬ 
rier,  base,  or  vehicle,  or  to  facilitate 
preparation  of  the  vitamin  and  mineral 
substances.  A  dietary  supplement  shall  be 
prepared  so  that  any  such  substance 
contained  therein  does  not  exceed  the 
amount  reasonably  required  to  accom¬ 
plish  its  intended  physical  or  technical 
effect,  and  so  that  the  biological  avail¬ 
ability  of  the  vitamin  (s)  or  mineral  (s) 
is  not  impaii-ed  by  the  presence  of  such 
substance.  Any  such  substance  shall  not 
be  a  food  additive  or  color  additive  as 
defined  in  section  201  (s)  or  (t)  of  the 
act;  or  if  it  is  a  food  additive  or  color 
additive  as  so  defined,  it  shall  be  used  in 
conformity  with  regulations  established 
pursuant  to  section  409  or  706  of  the 
act. 

(h)  Nomenclature. 

(1)  The  common  name  of  a  dietary 
supplement  shall  consist  of  a  term  de¬ 
scriptive  of  the  vitamin  and/or  mineral 
composition  of  the  product,  as  estab¬ 
lished  in  paragraph  (h)  (2)  of  this  sec¬ 
tion,  together  with  a  phrase  or  phrases 
designating  the  group(s)  for  which  the 
supplement  is  represented,  as  estab¬ 
lished  in  paragraph  (ti)  (3)  of  this  sec¬ 
tion  (e.g.,  “multivitamin  and  multimin¬ 
eral  supplement  for  children  under  4 
years  of  age”).  The  name  of  the  dietary 
supplement  shall  appear  prominently 
and  conspicuously  on  the  principal  dis¬ 
play  panel(s)  of  the  label.  The  letters 
of  the  phrase(s)  designating  the  con¬ 
sumer  group(s)  for  which  the  product 
is  represented  shall  be  no  less  than  one- 
third  the  size  of  those  used  in  the  term 
descriptive  of  the  composition  of  the 
product.  In  addition  to  the  common 
name  prescribed  by  this  paragraph,  a 
dietary  supplement  may  be  labeled  with 
a  proprietary  name:  Provided,  That  it  is 
not  false  or  misleading  in  any  particular. 

(2)  The  terms  used  to  describe  the 
vitamin  and/or  mineral  composition  of 
dietary  supplements  listed  in  paragraphs 
(b)  (1)  and  (2)  of  this  section  shall  be 
as  follows:  (i)  "Multivitamin  and  multi¬ 
mineral  supplement”  for  a  dietary  sup¬ 
plement  containing  all  vitamins  and 
minerals,  (ii)  “multivitamin  supplement” 
for  a  dietary  supplement  containing  all 
vitamins,  (iii)  “multimineral  supple¬ 


ment”  for  a  dietary  supplement  contain¬ 
ing  all  rpinerals,  (iv)  “multivitamin  and 
iron  supplement”  or  “multivitamin  sup¬ 
plement  with  iron”  for  a  dietary  supple¬ 
ment  containing  all  vitamins  and  the 

mineral  iron,  (v)  “ - supplement” 

for  a  dietary  supplement  containing  a 
single  vitamin  or  mineral  listed  as  a 
mandatory  or  optional  ingredient  in  the 
table  contained  in  paragraph  (f)  (1)  of 
this  section  (the  blank  to  be  filled  in  with 
the  name  of  the  vitamin  or  mineral). 

(3)  The  phrases  used  to  designate  the 
group (s)  for  which  a  dietary  supplement 
is  intended  shall  be  as  follows:  (i)  “For 
infants”:  (ii>  “For  children  under  4  years 
of  age”;  (iii)  “For  adults  and  children  4 
or  more  years  of  age”:  and  (iv)  “For 
pregnant  or  lactating  women”. 

(i)  Format  for  listing  vitamins  and 
minerals,  and  ingredients:  (1)  Immedi¬ 
ately  following  the  name  and  group  des¬ 
ignation  on  the  principal  display  panel, 
as  required  by  paragraph  (h)  of  this 
section,  or  on  the  information  panel  (21 
CFR  1.8d)  if  insufficient  space  is  avail¬ 
able  on  the  principal  display  panel,  the 
label  shall  bear  a  listing  in  tabular  form 
of  each  of  the  vitamins  and/or  minerals 


(3)  The  following  synonyms  may  be 
added  in  parentheses  immediately  fol¬ 
lowing  the  name  of  the  vitamin  in  the 
statement  described  in  paragraph  (i) 
(1)  of  this  section: 

Vitamin  Synonym 

Vitamin  C _ Ascorbic  acid. 

Folic  acid _ Folacin. 

Riboflavin _ Vitamin  B2. 

Thiamine _ Vitamin  Bi. 

(4)  A  separate  list  of  ingredients  in 
the  product  shall  be  included  on  the  label 
pursuant  to  the  requirements  of  Part  1 
of  this  chapter.  Such  list  shall  include 
the  natural  source  or  chemical  form  of 
each  individual  nutrient  present  in  the 
dietary  supplement. 

(j)  When  the  dietary  supplement  is  in 
liquid  form  and  contains  alcohol,  the 
label  shall  state  the  percent-by-volume 
of  alcohol  present. 

(k)  A  dietary  supplement  containing 
one  or  more  nutrients,  subject  to  deteri¬ 
oration  below  the  labeled  value  before 
consumption  shall  bear  on  its  outside 
wrapper  or  container,  as  well  as  on  the 
label  of  its  immediate  container,  the 

statement:  “Expiration  date  - ”, 

the  blank  to  be  filled  in  by  the  ihonth  and 
year.  The  expiration  date  shall  be  the 
date  selected  by  the  manufacturer, 
packer,  or  distributor  of  the  dietary 
supplement  on  the  basis  of  tests  or  other 
information  showing  that  the  dietary 


supplied  by  the  specified  daily  quantity 
of  the  dietary  supplement,  such  daily 
quantity  being  specified  at  the  top  of 
the  list.  The  vitamins  and/or  minerals 
shall  be  described  by  the  names  appear¬ 
ing  in  paragraph  (f)  of  this  section,  shall 
appear  in  the  order  listed  in  paragraph 
(f)  of  this  section,  and  shall  be  grouped 
and  identified  separately  as  “vitamins” 
and/or  “minerals”  without  reference  to 
“mandatory”  or  “optional.”  The  quantity 
of  each  vitamin  and/or  mineral  present 
in  a  specified  daily  quantity  of  the  dietary 
supplement  shall  be  stated  as  a  part  of 
this  list  and  expressed  in  percentage  of 
the  U.S.  RDA  for  each  specific  group  for 
which  the  supplement  is  offered.  The 
quantity  of  each  vitamin  and/or  mineral 
present  in  the  specified  daily  quantity  of 
the  dietary  supplement  shall  also  appear 
in  the  tabular  listing  in  terms  of  the 
units  of  measure  specified  in  paragraph 
(f)  of  this  section. 

(2)  For  determining  the  percentage 
contents  of  the  U.S.  RDA’s  present  in  the 
dietary  supplement,  the  quantitative 
content  of  the  following  vitamins  shall 
be  calculated  in  terms  of  the  following 
chemically  identifiable  reference  forms: 


supplement,  until  that  date,  under  the 
conditions  of  handling,  storage,  and  use 
prescribed  by  directions  appearing  on  its 
label,  or,  in  the  absence  of  such  pre¬ 
scribed  directions,  under  customary  or 
usual  conditions  of  handling,  storage, 
and  use  will  contain  not  less  than  the 
quantity  of  each  vitamin  and/or  mineral, 
as  set  forth  on  its  label,  when  consumed. 

(1)  All  labeling  information  required 
by  this  section  shall  comply  with  the 
conspicuousness  required  by  section 
403(f)  of  the  act  and  §  1.8d  of  this 
chapter.  In  addition,  the  following  la¬ 
beling  requirements  shall  be  met. 

(1)  The  list  of  nutrients  required  by 
paragraph  (i)  ( 1 )  of  this  section  shall 
appear  in  uniform  type  size. 

(2)  The  synonyms  permitted  by  para¬ 
graph  (i)  (3)  of  this  section,  if  used,  and 
the  list  of  ingredients  required  by  para¬ 
graph  (i)  (4)  of  this  section  shall  appear 
in  uniform  type  size,  and  in  type  size  no 
larger  than  that  used  for  the  list  of  nu¬ 
trients  required  by  paragraph  (i)  (1)  of 
this  section. 

(m)  In  addition  to  the  requirements  of 
this  section,  the  labels  and  labeling  for 
a  dietary  supplement  is  subject  to  the 
prohibitions  contained  in  §  125.2(b)  of 
this  chapter. 

Effective  date.  Labeling  may  be 
changed  to  comply  with  this  regulation 
beginning  August  2,  1973.  All  labeling  for 
dietary  supplements  that  is  ordered  after 


Reference  Form 


Empirical  formula 


Vitamin  C - 

Folic  acid 

Niacin  _ . 

Riboflavin _ 

Till  amino _ 

Vitamin  R« _ 

\  itamin  liu 

Hiotin  ...  _ 

Pantothenic 

acid. 


Molecular 

weight 


..  C#TTsO« 

176. 12 

--  CuHnNjOj 

441.  41 

..  CellsNOi 

123. 11 

..  Ci7lI»N,0( 

376.  37 

..  CuHnClNrOS.HCl 

337.  ‘28 

„  CsHnNOj 

160.  18 

..  CmIIssCoNhOuP 

1. 355.  40 

..  CiolinN203S 

244. 31 

..  C8IIi7N05 

219.  23 
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December  31,  1973,  and  all  labeling  used 
for  such  products  shipped  In  interstate 
commerce  after  December  31,  1974,  shall 
comply  with  the  provisions  of  this  sec¬ 
tion:  and  if  not  so  labeled,  such  product 
shall  be  deemed  to  be  misbranded  under 
section  403(a),  (g)  and  (j)  of  the  act. 

(Secs.  201(d)  ,  401,  403(a)  and  (J),  701(a) 
and  (e),  52  Stat.  1046,  1048,  1055-1056,  as 
amended  by  70  Stat.  919;  21  U.S.C.  321  (n), 
341,  343(a)' and  (J),  371(a)  and  (e) ) 

Dated:  July  25, 1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 
and  Drugs. 

[FR  Doc.73-15706  Filed  8-1-73:8:45  am] 


PART  100— NUTRITIONAL  QUALITY 
GUIDELINES  FOR  FOOD 

General  Principles 

In  the  Federal  Register  of  March  14, 
1973  (38  FR  6969)  the  Commissioner  of 
Food  and  Drugs  published  a  new  Part  100 
which  included  new  §  100.1  General 
■principles  for  the  establishment  by  regu¬ 
lation  of  nutritional  quality  guidelines 
for  foods. 

Paragraph  (c)  (1)  of  §  100.1  states  that 
“The  label  of  the  product  shall  bear  the 
common  or  usual  name  of  the  food  In 
accordance  with  the  provisions  of  the 
guideline  and  §§  1.8  and  102.1  of  this 
chapter”. 

Based  on  comments  received  the  Com¬ 
missioner  of  Food  and  Drugs  concludes 
that  the  reference  to  §  102.1  in  paragraph 
(c)(1)  should  be  amended  as  set  forth 
below  for  the  purpose  of  clarification. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drugs,  and  Cosmetic 
Act  (secs.  201.  403,  701(a),  52  Stat.  1040- 
1042.  as  amended,  1047-1048,  as  amended, 
1055;  21  U.S.C.  321,  343,  371(a) ),  and  un¬ 
der  authority  delegated  to  the  Commis¬ 
sioner  (21  CFR  2.120)  §  100.1  is  amended 
In  paragraph  (c)  (1)  to  read  as  follows: 

§100.1  General  principles. 

*  *  *  *  * 

(c)  *  *  • 

( 1 )  The  label  of  the  product  shall  bear 
the  common  or  usual  name  of  the  food 
in  accordance  with  the  provisions  of  the 
guideline  and  5§  1.8  and  102.1(a)  of  this 

chapter. 

*  *  *  *  * 

As  this  amendment  merely  clarifies  an 
existing  regulation,  notice  and  public 
procedure  and  a  delayed  effective  date 
are  not  necessary  prerequisites  to  the 
promulgation  of  this  order. 

Effective  date.  This  order  shall  become 
effective  on  August  2, 1973. 

(Secs.  201,  403,  701(a).  52  Stat.  1040-1042, 
as  amended,  1047-1048,  as  amended,  1055; 
21  U.S.C.  321,343,  371(a) ) 

Dated:  July  25, 1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 
and  Drugs. 

[FR  Doc.73-15686  Filed  8-l-73;8:45  am] 


RULES  AND  REGULATIONS 

PART  102 — COMMON  OR  USUAL  NAMES 
FOR  NONSTANDARDIZED  FOODS 

Foods  Packaged  for  Use  in  Preparation  of 
“Main  Dishes”  or  "Dinners” 

In  the  Federal  Register  of  March  14, 
1973  (38  FR  6975)  the  Commissioner  of 
Food  and  Drugs  proposed  a  new  §  102.12, 
defining  the  common  or  usual  name  for 
foods  packaged  and  represented  for  use 
in  the  preparation  of  a  “dish,”  “dinner,” 
or  other  food  serving,  and  to  which  meat 
or  other  valuable  characterizing  ingredi¬ 
ents  or  components,  not  included  in  the 
package,  must  be  added. 

A  total  of  fourteen  comments  were  re¬ 
ceived  in  response  to  the  proposal.  Eleven 
of  the  comments  were  from  manufac¬ 
turers  and  trade  associations,  two  were 
from  consumer  groups,  and  one  was  from 
a  professional  association.  Twelve  of  the 
fourteen  comments  supported  the  pro¬ 
posal,  although  nine  of  these  requested 
modification,  clarification,  or  additional 
requirements.  Two  comments  opposed 
the  proposal. 

The  comments  and  the  Commissioner’s 
conclusions  are  as  follows: 

1.  A  manufacturer  and  a  trade  asso¬ 
ciation  recommended  that  the  proposal 
be  withdrawal  and  replaced  by  a  state¬ 
ment  of  policy.  One  comment  based  this 
recommendation  on  the  contention  that 
there  is  no  evidence  of  consumer  con¬ 
fusion  resulting  from  present  labeling 
practices  for  “add  meat”  dinners,  and 
the  other  comment  questioned  the  au¬ 
thority  of  the  Food  and  Drug  Adminis¬ 
tration  to  establish  common  or  usual 
names. 

The  Commissioner  rejects  the  recom¬ 
mendations  to  withdraw  the  proposal. 
The  Food  and  Drug  Administration  has 
already  found  it  necessary  to  take  regu¬ 
latory  action  against  certain  products  of 
this  type  whose  labeling  was  misleading. 
This  regulation  is  intended  to  assure  the 
consumer  of  informative  labeling  regard¬ 
ing  the  product  and  to  provide  manu¬ 
facturers  with  objective  criteria  for  com¬ 
pliance.  The  Commissioner  has  discussed 
the  legal  authority  for  establishing  com¬ 
mon  or  usual  names  in  the  preamble  to 
the  order  promulgating  Part  102  of  this 
Chapter,  published  in  the  Federal  Reg¬ 
ister  of  March  14,  1973  (38  FR  6964). 
As  the  Supreme  Court  recently  stated  in 
upholding  the  Food  and  Drug  Adminis¬ 
tration’s  rule  making  authority  under 
section  701(a)  of  the  act,  “A  decision 
that  FDA  lacks  authority  to  determine 
in  its  own  proceedings  the  coverage  of 
the  Act  it  administers,  subject  of  course 
to  judicial  review,  would  seriously  im¬ 
pair  FDA’s  ability  to  discharge  the  re¬ 
sponsibilities  placed  on  it  by  Congress.” 
CIBA  Corp.  v.  Weinberger,  No.  72-394 
(decided  June  18, 1973). 

2.  Several  comments  requested  revision 
of  the  regulation  so  that  it  would  apply 
only  to  products  intended  for  use  as 
“main  dishes”  and  “dinners,”  not  to  such 
products  as  seasoning  mixes,  sauce  or 
gravy  mixes,  or  cake  mixes.  This  was 
the  intent  of  the  proposal,  and  the  term 
“dish”  has  been  revised  to  read  “main 
dish.” 


3.  Two  manufacturers  stated  that  the 
common  or  usual  name  for  the  products 
involved  should  not  be  required  to  con¬ 
tain  all  three  elements  of  the  name  de¬ 
scribed  in  §  102.12(a)  (1),  (2)  and  (3) 
of  the  proposal.  One  stated  that  the  com¬ 
mon  or  usual  name  should  be  limited 
to  the  name  that  it  is  reasonably  ex¬ 
pected  that  consumers  will  use.  However, 
both  comments  acknowledged  that  all 
the  information  described  in  §  102.12(a) 
(1),  (2)  and  (3)  of  the  proposal  should 
appear  prominently  on  the  principal  dis¬ 
play  panel. 

Including  all  three  elements  in  the 
common  or  usual  name  should  not  cause 
difficulty  for  manufacturers  of  main 
dishes  or  dinners.  The  regulation  as 
modified  in  this  order  permits  the  sepa¬ 
rate  elements  of  the  name  to  be  placed 
in  different  locations  on  the  principal 
display  panel,  and  the  comments  did  not 
find  difficulty  with  the  prominence  re¬ 
quirements  in  the  proposal.  As  for  the 
name  that  consumers  might  use,  the 
regulation  does  not  preclude  use  of  fanci¬ 
ful  names  for  such  products,  in  addition 
to  the  required  common  or  usual  name, 
as  long  as  such  fanciful  names  are  not 
false  or  misleading. 

4.  One  comment  stated  that  the  name 
of  the  dish  to  be  prepared  by  use  of  the 
package  contents  is  unnecessary  if  the 
vignette  on  the  principal  display  panel 
shows  the  food  as  prepared,  accompa¬ 
nied  by  the  statement  described  in 
§  102.12(a)  (3),  indicating  that  the  food 
as  shown  contains  a  characterizing  in¬ 
gredient  not  contained  hi  the  package. 
The  comment  contended  that  such  a 
vignette  is  more  informative  than  the 
written  name  of  the  dish. 

The  Commissioner  disagrees.  A  picture 
of  the  type  of  food  to  be  prepared  would 
be  insufficient  to  meet  the  requirements 
of  the  act  that  the  product  bear  a  com¬ 
mon  or  usual  name  and  fully  informa¬ 
tive  labeling. 

5.  Some  manufacturers  requested 
that  §  102.12(a)  (3)  be  reworded  so  that 
the  requirement  for  a  statement  that 
additional  ingredient  (s)  or  compo¬ 
nent  (s)  must  be  added  would  be  limited 
to  “major”  or  “important”  or  “charac¬ 
terizing”  missing  ingredient  (s) .  These 
comments  stated  that  the  proposed  reg¬ 
ulations  could  be  interpreted  as  requiring 
the  listing  of  such  ingredients  as  salt 
or  water,  while  the  preamble  refers  to 
“valuable  characterizing”  or  “signifi¬ 
cant  characterizing”  ingredients. 

The  Commissioner  agrees  with  this 
suggestion  and  §  102.12(a)  (3)  of  the 
final  regulation  is  limited  to  “charac¬ 
terizing”  ingredients. 

6.  One  manufacturer  suggested  that  it 
would  be  in  the  consumer’s  interest  to 
permit  the  designation  of  the  finished 
product  to  be  in  a  type  size  slightly 
larger  and  more  prominent  than  the  list 
of  the  components  in  the  package. 

The  Commissioner  rejects  this  sug¬ 
gestion  because  it  could  result  in  mis¬ 
leading  labeling.  Such  a  presentation 
would  tend  to  draw  the  consumer’s  eye 
to  the  name  of  the  finished  food  and 
may  mislead  him  to  expect  the  package 
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to  contain  all  components  necessary  to 
prepare  the  finished  food. 

7.  Several  manufacturers  requested 
that  the  prominence  requirements  in 
8  102.12(b)(2)  be  stated  in  that  para¬ 
graph  and  not  incorporated  by  reference 
to  §  102.1  (21  CFR  102.1).  They  also  dis¬ 
agreed  with  the  requirement  that  all  of 
the  elements  of  the  common  or  usual 
name  appear  in  a  prescribed  order  on 
the  principal  display  panel.  The  manu¬ 
facturers  stated  that  they  should  have 
the  option  to  arrange  the  elements  of 
the  common  or  usual  name  anywhere  on 
the  principal  display  panel. 

The  Commissioner  has  concluded  that 
a  prescribed  order  for  the  elements  of 
the  common  or  usual  name  for  these 
food  products  is  not  necessary  for  in¬ 
formative  labeling.  Manufacturers  may 
arrange  such  elements  as  they  choose, 
provided  the  prominence  requirements 
of  the  regulation  are  met  and  provided 
the  resulting  overall  presentation  on  the 
principal  display  panel  is  not  misleading. 
The  regulation  has  been  modified  ac¬ 
cordingly.  In  the  interest  of  clarity,  the 
full  prominence  requirements  are  stated 
in  §  102.12(b)(2). 

8.  Several  manufacturers  objected  to 
the  requirement  in  §  102.12(c)  that  any 
vignette  which  shows  any  food  or  char¬ 
acterizing  ingredient(s)  not  included  in 
the  package  shall  be  accompanied  either 
by  the  statement  required  by 
§  102.12(a)  (3)  or  by  a  similar  state¬ 
ment  that  such  item  is  not  included. 
Their  objections  and  suggestions  were: 

a.  The  statement  required  in  §  102.12 
(a)(3)  might  be  required  to  appear  twice 
on  the  principal  display  panel,  in  the 
common  or  usual  name  and  with  the 
vignette. 

b.  Section  102.12(c)  would  require 
listing  of  such  unimportant  missing  in¬ 
gredients  as  garnishments. 

c. - Section  102.12(c)  should  be  revised 
to  permit  use  of  “serving  suggestion,”  as 
is  current  practice,  in  lieu  of  its  present 
requirement. 

d.  The  statement  required  by  §  102.12 
(a)(3)  should  not  be  required  to  ac¬ 
company  a  vignette  on  the  principal  dis¬ 
play  panel  where  such  statement  in  the 
common  or  usual  name  is  in  type  as  large 
as  that  used  for  the  name  of  the  finished 
“dish.” 

The  Commissioner  has  considered 
these  points  and  has  concluded  that  the 
requirement  as  stated  in  this  order  is 
reasonable  and  appropriate.  The  ar¬ 
rangement  of  the  elements  of  the  com¬ 
mon  or  usual  name  is  no  longer  pre¬ 
scribed,  and  thus  the  part  of  the  common 
or  usual  name  required  by  §  102.12(a)  (3) 
can  be  placed  in  sufficient  proximity  to  a 
vignette  that  the  requirement  in  §  102.12 
(c)  will  also  be  met. 

The  Commissioner  also  concludes  that 
use  of  the  term  “serving  suggestion”  is 
not  sufficient  to  inform  the  consumer 
that  depicted  foods  or  components  are 
not  included  in  the  package.  Use  of  such 
a  term  without  indicating  which  foods  or 
components  are  included  or  must  be 
added  would  indicate,  indeed,  that  every¬ 
thing  shown  in  the  vignette  is  in  the 
package. 


9.  Comments  also  objected  to  the  re¬ 
quirement  in  8  102.12(d)  that  wherever 
the  name  of  the  finished  food  appears 
other  than  on  the  principal  display  panel, 
the  entire  common  or  usual  name  must 
be  used.  The  objections  and  suggestions 
were  as  follows: 

a.  Repetition  of  the  entire  common  or 
usual  name  on  panels  other  than  the 
principal  display  panel  is  unnecessarily 
restrictive  to  package  design. 

b.  This  provision  should  be  limited  to 
the  requirement  that  the  elements  of  the 
common  or  usual  name  in  §  102.12  (a)  (2) 
and  (a)  (3)  appear  on  other  panels. 

c.  The  entire  common  or  usual  name 
should  be  required  only  once  on  each 
panel,  and  should  appear  with  the  most 
prominent  reference  to  the  “dish”  name. 

d.  Section  102.12(d)  should  apply  only 
when  the  “dish”  name  is  used  as  a  prod¬ 
uct  identification  statement  on  other 
panels. 

The  Commissioner  accepts  the  sug¬ 
gestion  that  the  entire  common  or  usual 
name  should  be  required  on  panels  other 
than  the  principal  display  panel  only 
when  the  name  of  the  finished  “dish”  is 
used  as  a  product  identification  on  such 
panels.  For  example,  a  statement  iden¬ 
tifying  the  food  to  be  prepared  appearing 
on  a  side  panel  in  the  text  of  directions 
for  use  of  the  package,  or  in  a  suggested 
recipe,  would  not  require  use  of  the  en¬ 
tire  common  or  usual  name  on  that  panel. 
However,  such  a  statement  in  bold  type 
likely  to  be  read  by  consumers  at  the 
point  of  purchase  must  be  accompanied 
on  the  same  panel  by  the  full  common 
or  usual  name.  This  should  provide  fully 
informative  labeling  without  undue  re¬ 
striction  of  manufacturers.  The  Com¬ 
missioner  further  advises  that  the  entire 
common  or  usual  name  need  appear  only 
once  on  a  panel  unless  for  some  par¬ 
ticular  reason  failure  to  repeat  the  entire 
name  would  result  in  false  or  misleading 
labeling. 

10.  Another  manufacturer  suggested 
the  additional  requirement  that  when  a 
brand  name  of  a  product  specifies  the 
missing  ingredient,  such  name  should  not 
be  more  conspicuous  than  the  part  of  the 
common  or  usual  name  required  in 
8  102.12(a)(1)  of  the  proposal,  i.e.,  the 
names  of  all  important  ingredients  or 
components  in  the  package. 

The  Commissioner  concurs  in  the  in¬ 
tent  of  this  comment.  Prominent  em¬ 
phasis  of  a  missing  ingredient  or  com¬ 
ponent  in  a  brand  name  would  constitute 
false  or  misleading  labeling  in  violation 
of  section  403(a)  of  the  act.  The  Com¬ 
missioner  believes  that  it  is  sufficient  to 
require  that  the  explanatory  element  of 
the  common  or  usual  name  required  by 
8  102.12(a)  (3)  be  labeled  next  to,  and  in 
at  least  half  the  type  size  used  for,  the 
brand  name  under  these  circumstances. 
The  regulation  has  been  modified  ac¬ 
cordingly. 

11.  A  consumer  group  asked  whether 
a  survey  or  other  data  would  be  used  in 
determining  whether  a  missing  ingredi¬ 
ent  is  emphasized  in  a  misleading  man¬ 
ner  in  a  brand  name.  In  view  of  the  type 
size  requirement  for  the  explanatory 
element  of  the  common  or  usual  name 
required  by  8  102.12(a)  (3)  in  the  final 
regulation,  the  Commissioner  believes 


that  this  will  not  be  a  problem.  If  survey 
data  show  that  any  label  is  misleading 
or  confusing,  however,  the  Commissioner 
will  consider  revision  of  the  regulation. 
Survey  data  are  helpful  but  are  not  re¬ 
quired  for  the  Food  and  Drug  Adminis¬ 
tration  to  determine  that  labeling  is  mis¬ 
leading. 

12.  The  Commissioner  has  concluded 
that  the  same  effective  date  should  be 
adopted  for  this  regulation  as  for  all  of 
the  other  food  labeling  regulations 
adopted  at  this  time.  The  Commissioner 
is  also  concerned,  however,  that  there  is 
currently  a  serious  problem  of  misleading 
labeling  among  the  foods  subject  to  this 
regulation,  as  shown  by  the  regulatory 
action  already  taken  against  several  of 
these  products.  Accordingly,  the  adop¬ 
tion  of  the  uniform  effective  date  for  this 
regulation  does  not  authorize  continued 
use  of  existing  labeling  that  is  false  or 
misleading.  It  is  recommended  that  man¬ 
ufacturers  adopt  the  labeling  established 
in  this  regulation  as  quickly  as  possible 
in  order  to  avoid  further  regulatory 
action. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201  (n),  403,  701(a),  52  Stat. 
1041,  as  amended.  1047-1048,  as  amended, 
1055:  21  U.S.C.  321  (n),  343,  371(a))  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  2.120),  Part  102  is 
amended  by  adding  thereto  a  new  section 
to  read  as  follows : 

§  102.12  Foods  pac  kaged  for  use  in  the 
preparation  of  “main  dishes”  or 
“dinners”. 

(a)  The  common  or  usual  name  of  a 
packaged  food  which  is  represented  on 
the  principal  display  panel  by  word  or 
vignette  to  be  used  in  the  preparation  of 
a  “main  dish”,  “dinner”,  or  other  such 
food  serving,  and  to  which  some  other 
important  characterizing  ingredient(s) 
or  component(s)  not  present  in  the 
package  must  be  added,  consists  of  all 
the  following: 

(1)  The  common  or  usual  name  of  each 
important  ingredient  or  component  in 
the  package,  in  descending  order  of  pre¬ 
dominance  by  weight  (e.g.,  “noodles  and 
tomato  sauce”) . 

(2)  An  appropriate  informative  state¬ 
ment  identifying  the  food  to  be  prepared 
by  use  of  the  package  contents  (e  g.,  "for 
preparation  of  chicken  casserole”) . 

(3)  An  appropriate  informative  state¬ 

ment  that  additional  characterizing  in¬ 
gredient  (s)  or  component (s)  must  be 
added  and  which  names  the  additional 
characterizing  ingredient (s)  or  compo¬ 
nents)  (e.g.,  “you  must  add - to 

complete  the  recipe,”  the  blank  to  be 
filled  in  with  the  name(s)  of  the  im¬ 
portant  characterizing  ingredient(s)  or 
component(s)  that  must  be  added). 

(b)  The  labeling  required  by  para¬ 
graph  (a)  of  this  section  shall  appear  on 
the  principal  display  panel. 

(1)  No  word  in  the  statement  required 
by  paragraph  (a)(2)  of  this  section  may 
appear  on  the  principal  display  panel 
more  conspicuously  or  in  larger  type 
than  the  smallest  and  least  conspicuous 
type  employed  on  the  panel  for  any  word, 
phrase  or  statement  within  the  scope  of 
paragraph  (a)  (1)  of  this  section. 
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(2)  Every  word  in  the  statement  re¬ 
quired  by  paragraph  (a)  (3)  of  this  sec¬ 
tion  shall  appear  on  the  principal  dis¬ 
play  panel  in  easily  legible  bold  face 
print  or  type  in  distinct  contrast  to  other 
printed  or  graphic  matter,  and  in  a 
height  not  less  than  the  larger  of  the 
following  alternatives: 

(i)  Not  less  than  one-sixteenth  inch  in 
height  on  packages  having  a  principal 
display  panel  with  an  area  of  5  square 
inches  or  less  and  not  less  than  one- 
eighth  inch  in  height  if  the  area  of  the 
principal  display  panel  is  greater  than 
5  square  inches;  or 

(ii)  Not  less  than  one-half  the  height 
of  the  largest  type  appearing  in  the  part 
of  the  common  or  usual  name  of  the 
food  required  by  paragraphs  (a)  (1)  and 

(a) (2)  of  this  section. 

(c)  Any  vignette  which  shows  any  food 
or  characterizing  ingredient(s)  or  com¬ 
ponent  (s)  not  included  in  the  package 
shall  be  accompanied  either  by  the  state¬ 
ment  required  by  paragraph  (a)  (3)  of 
this  section  or  by  a  separate  statement 
specifying  the  food  or  characterizing 
ingredient(s)  or  component(s)  shown  in 
the  vignette  but  not  included  in  the 
package. 

(d)  If  the  statement  specified  in  para¬ 
graph  (a)(2)  of  this  section  is  used  on 
any  panel  in  addition  to  the  principal 
display  panel  as  a  product  identification 
statement,  the  complete  common  or 
usual  name  shall  appear  on  such  panel 
in  the  manner  specified  in  paragraph 

(b)  of  this  section. 

(e)  When  a  brand  name  or  other 
prominent  product  designation  contains 
a  word  or  words  that  includes  or  suggests 
an  important  characterizing  ingredi¬ 
ent  (s)  or  component  (s)  that  must  be 
added,  or  otherwise  states  or  implies 
that  the  package  contains  a  complete 
main  dish,  dinner,  or  other  food  serving, 
the  part  of  the  common  or  usual  name 
of  the  food  required  by  paragraph  (a) 
(3)  of  this  section  shall  appear  in  direct 
conjunction  with  such  brand  name  or 
other  designation  and  in  type  size  not 
less  than  one-half  the  height  of  the  larg¬ 
est  type  appearing  in  such  brand  name 
or  other  designation. 

Effective  date.  ■■  Labeling  may  be 
changed  to  comply  with  this  regulation 
beginning  August  2,  1973.  All  labeling 
ordered  after  December  31,  1973,  and  all 
labeling  used  for  products  shipped  in 
interstate  commerce  after  December  31, 
1974,  shall  comply  with  this  regulation. 

(Secs.  201(n),  403,  701(a).  52  Stat.  1041,  as 
amended.  1047-1048,  as  amended,  1055;  21 
U.S.C.  321 (n),  343,  371(a)) 

Dated:  July  25,  1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 

and  Drugs. 
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PART  102 — COMMON  OR  USUAL  NAMES 
FOR  NONSTANDARDIZED  FOODS 

Noncarbonated  Beverages  Containing  No 
Fruit  or  Vegetable  Juice 

In  the  Federal  Register  of  March  14, 
1973  (38  FR  6974)  the  Commissioner  of 


Food  and  Drugs  published  a  proposal 
to  establish  a  common  or  usual  name  for 
noncarbonated  beverages  containing  no 
fruit  or  vegetable  juice. 

Five  responses  were  received  In  re¬ 
sponse  to  the  proposal.  The  comments 
and  the  Commissioner's  conclusions  are 
as  follows: 

1.  One  comment  from  a  consumer  and 
three  comments  from  consumer  associa¬ 
tions  favored  the  proposal,  stating  that 
the  regulation  is  a  vital  and  appropriate 
step  toward  providing  the  consumer  suf¬ 
ficient  information  to  make  rational  de¬ 
cisions  at  the  point  of  purchase. 

2.  A  manufacturer  of  powdered  bever¬ 
age  mixes  opposed  the  proposal  on  the 
ground  that  the  regulation  will  saddle 
the  entire  food  industry  with  negative 
labeling  requirements.  This  comment 
opposed  particularly  the  inclusion  of 
powdered  beverage  products  within  the 
scope  of  the  regulation. 

The  Commissioner  concludes  that  the 
regulation  as  proposed  is  a  reasonable 
and  appropriate  measure  for  the  pre¬ 
vention  of  consumer  confusion  and  de¬ 
ception  in  the  purchase  of  beverages 
which  contain  no  fruit  or  vegetable  juice. 
The  Commissioner  also  concludes  that 
there  is  no  reason  to  treat  powdered 
beverage  products  differently  from  other 
forms  of  beverage  base  to  which  water  is 
added.  Informative  labeling  is  as  neces¬ 
sary  for  accurate  identification  of  this 
product  as  it  is  for  any  other  type  of 
beverage  product.  The  comment  offered 
no  other  more  appropriate  means  of  ac¬ 
curately  informing  the  consumer  about 
the  nature  of  the  product. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  403,  701(a),  52  Stat.  1040- 
1042,  as  amended,  1047-1048,  as 
amended,  1055;  21  U.S.C.  321,  343,  371 
(a))  and  under  authority  delegated  to 
the  Commissioner,  the  following  new 
section  is  added  to  Part  102  of  this 
chapter. 

§  102.10  Non-carbonated  beverage  prod¬ 
uets  eontaining  no  fruit  or  vegetable 
juice. 

(a)  The  common  or  usual  name  of 
noncarbonated  beverage  products  (in¬ 
cluding  a  concentrated,  dehyrated, 
powdered,  or  other  counterpart)  con¬ 
taining  no  fruit  or  vegetable  juice  shall 
include  the  following : 

( 1 )  A  decriptive  name  for  the  product 
meeting  the  requirements  of  §  102.1(a); 
and 

(2)  When  the  labeling  or  the  color 
and  flavor  of  the  beverage  represents, 
suggests,  or  implies  that  any  fruit  or 
vegetable  juice  may  be  present  (e.g.,  the 
product  label  bears  the  name  or  a  varia¬ 
tion  of  the  name  or  any  pictorial  rep¬ 
resentation  of  any  fruit  or  vegetable,  or 
the  product  contains  color  and  flavor 
which  give  the  beverage  the  appearance 
and  taste  of  containing  a  fruit  or  vege¬ 
table  juice)  the  statement  “Containing 

(or  contains)  no _ juice", 

or  “no _ juice",  or  “does  not 

contain _ juice”,  the  blank 

to  be  filled  in  with  the  name  of  the 
fruit(s)  or  vegetable(s)  represented, 
suggested,  or  implied,  in  the  manner  set 


forth  in  §  102.1(c).  If  a  nonspecific  fruit 
or  vegetable  juice  content  is  represented, 
suggested,  or  implied,  the  blank  shall  be 
filled  in  with  the  word  “fruit"  or  “vege¬ 
table"  as  applicable. 

Effective  date.  Labeling  may  be 
changed  to  comply  with  this  regulation 
beginning  on  August  2,  1973.  All  labeling 
ordered  after  December  31,  1973,  and  all 
labeling  used  for  products  shipped  in 
interstate  commerce  after  December  31, 
1974,  shall  comply  with  this  regulation. 

(Secs.  201,  403,  701(a),  52  Stat.  1040-1042, 
as  amended,  1047-1048.  as  amended,  1055; 
21  U.S.C.  321,  343,  371(a)) 

Dated:  July  25,  1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 
and  Drugs. 
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PART  102— COMMON  OR  USUAL  NAMES 

FOR  NONSTANDARDIZED  FOODS 

Frozen  "Heat  and  Serve"  Dinners 

In  the  Federal  Register  of  March  14, 
1973  (38  FR  6974),  the  Commissioner  of 
Food  and  Drugs  proposed  to  establish  a 
common  or  usual  name  for  frozen  “heat 
and  serve”  dinners. 

Seven  comments  were  received  in  re¬ 
sponse  to  this  proposal,  three  from  man¬ 
ufacturers,  two  from  trade  associations, 
one  from  a  consumer  group  and  one  from 
a  dietetic  association.  The  consumer  or¬ 
ganization  agreed  with  the  proposed 
regulation  in  its  entirety.  The  other  com¬ 
ments  opposed  it  or  suggested  modifica¬ 
tion.  The  comments  received  and  the 
Commissioner's  conclusions  are  as  fol¬ 
lows: 

1.  It  was  asserted  in  all  of  the  re¬ 
sponses  submitted  by  food  producers  that 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  does  not  authorize  the  Food  and  Drug 
Administration  to  establish  common  or 
usual  names.  The  Commissioner  has  con¬ 
cluded  that  authority  is  provided  by  sec¬ 
tions  201  (n),  403,  and  701(a)  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  to 
establish  common  or  usual  names  for 
foods.  This  matter  is  discussed  in  the  pre¬ 
amble  to  the  final  order  promulgating  a 
procedure  for  the  establishment  of  a 
common  or  usual  name  published  in  the 
Federal  Register  on  March  14,  1973  (38 
FR  6964) .  As  the  Supreme  Court  recently 
stated  in  upholding  rule  making  author¬ 
ity  of  the  Food  and  Drug  Administration 
under  section  701(a)  of  the  act,  “A  deci¬ 
sion  that  FDA  lacks  authority  to  deter¬ 
mine  in  its  own  proceedings  the  coverage 
of  the  Act  it  administers,  subject  of 
course  to  judicial  review,  would  seriously 
impair  FDA’s  ability  to  discharge  the  re¬ 
sponsibilities  placed  on  it  by  Congress. 
CIBA  Corp.  v.  Weinberger,  No.  72-394 
(decided  June  18.  1973) , 

2.  One  respondent  contended  that  the 
term  “dinner”  is  not  sufficiently  defined 
and  is  so  vague  as  to  violate  the  due 
process  clause  of  the  United  States  Con¬ 
stitution.  The  Commissioner  concludes 
that  the  meaning  of  the  term  “dinner,” 
as  applied  to  frozen  “heat  and  serve” 
dinners,  is  understood  both  by  manufac- 
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turers  and  by  consumers,  and  that  it  is 
not  unconstitutionally  vague. 

3.  Two  comments  stated  that  since  the 
United  States  Department  of  Agricul¬ 
ture  has  jurisdiction  over  meat  and  poul¬ 
try  there  is  no  need  for  additional  regu¬ 
lations  by  the  Food  and  Drug  Adminis¬ 
tration. 

The  Food  and  Drug  Administration 
and  the  United  States  Department  of 
Agriculture  have  cooperated  in  the  de¬ 
velopment  of  this  regulation.  It  would 
be  inappropriate  to  have  different  label¬ 
ing  requirements  for  frozen  dinners  de¬ 
pending  upon  whether,  for  example,  they 
contain  meat  or  fish  as  a  principal  com¬ 
ponent.  The  Commissioner  concludes 
that  uniformity  of  labeling  to  prevent 
consumer  confusion  is  in  the  public  in¬ 
terest. 

4.  One  comment  suggested  that  com¬ 
positional  standards  for  an  entire  class 
of  products  should  be  the  subject  of  a 
standard  of  identity  under  section  401 
of  the  act.  The  Commissioner  has  con¬ 
cluded  that  standards  of  identity  are  ap¬ 
propriate  and  useful,  and  will  continue  to 
be  promulgated  where  there  is  a  need 
to  prescribe  the  entire  compositional 
requirements  for  a  food,  in  addition  to 
the  name  of  the  food.  However,  in  this 
case  there  is  a  need  simply  to  establish 
a  uniform  and  informative  name  for  the 
frozen  dinner  type  of  food  product  and 
consequently  a  standard  of  identity  is 
neither  necessary  nor  appropriate. 

5.  One  comment  objected  to  the  fact 
that  the  proposal  does  not  guarantee  a 
nutritionally  balanced  meal.  The  pur¬ 
pose  of  the  proposal  was  to  establish  a 
uniform  and  informative  name  for  frozen 
dinner  products,  not  to  establish  nutri¬ 
tional  requirements.  A  regulation  estab¬ 
lishing  a  nutritional  quality  guideline 
for  frozen  dinners,  §  100.5  (21  CFR 
100.5) ,  was  published  in  the  Federal  Reg¬ 
ister  of  March  14,  1973  (38  FR  6972). 

6.  Two  comments  objected  to  what  one 
manufacturer  termed  the  “compositional 
approach”  of  paragraph  (a)  of  the  pro¬ 
posed  regulation.  It  was  stated  that  the 
proposal  requires  certain  foods  to  be  in¬ 
cluded  in  the  dinner,  thereby  limiting 
selection  and  precluding  certain  prod¬ 
ucts,  such  as  ethnic  dinners  or  vegetarian 
dinners. 

There  appears  to  have  been  some  mis¬ 
interpretation  of  the  requirements  of 
this  regulation.  The  regulation  would 
allow  the  term  “frozen  heat  and  serve 
dinner”  to  be  used  for  any  product  meet¬ 
ing  the  minimal  identifying  criteria  set 
forth  in  §  102.11(a)  (1) .  Essentially,  the 
effect  of  this  regulation  is  to  provide  that 
a  product  may  not  be  called  a  “frozen 
heat  and  serve  dinner”  unless  it  contains 
at  least  three  traditional  dinner  com¬ 
ponents.  The  nutritional  quality  guide¬ 
line  in  §  100.5  prescribes  minimum  nu¬ 
tritional  requirements  which  must  be  met 
for  a  frozen  dinner  to  be  allowed  to  bear 
the  statement:  "This  product  provides 
nutrients  in  amounts  appropriate  for 
this  class  of  food  as  determined  by  the 
U.S.  Government.” 

Certain  traditional  frozen  heat  and 
serve  dinner  products  may  not  be  able 
to  bear  the  guideline  statement  because 
of  nutritional  insufficiencies.  However, 


compliance  with  the  guideline  is  not  re¬ 
quired  to  use  the  name  “frozen  heat  and 
serve  dinner.” 

The  question  was  raised  whether  three 
vegetable  dishes  could  constitute  a  din¬ 
ner.  The  Commissioner  has  concluded 
that,  while  such  a  product  might  well  be 
designated  as  a  “vegetable  platter,”  it  is 
not  commonly  regarded  as  a  “dinner.” 
The  regulation  has  therefore  been  revised 
to  require  that  one  of  the  components  be 
a  significant  source  of  protein. 

The  question  was  also  raised  whether 
any  of  the  three  dishes  could  be  com¬ 
bined  with  each  other.  The  Commissioner 
concludes  that  such  combinations  are 
reasonably  expected  by  consumers,  e.g., 
a  Chinese  dinner  combining  rice,  chicken, 
and  vegetables.  The  regulation  has 
therefore  been  revised  to  refer  to  “com¬ 
ponents”  rather  than  “separate”  and 
different  dishes  (recipes) .” 

7.  It  was  suggested  by  one  manufac¬ 
turer  that  the  proposed  regulation  has 
the  indirect  effect  of  making  producers 
comply  with  the  nutritional  quality 
guidelines.  As  previously  stated,  this  is 
not  the  case.  The  manufacturer  may 
prepare  a  dinner  of  any  combination  of 
three  dishes  as  prescribed  in  §  102.11(a) 
(1)  and  sell  it  as  a  “frozen  heat  and  serve 
dinner.”  As  long  as  no  guideline  claim  is 
made,  the  dinner  may  be  sold  without 
meeting  the  nutritional  guideline 
requirements. 

8.  It  was  suggested  in  one  comment 
that  the  regulation  should  distinguish 
between  frozen  products  considered 
“dinners”  and  those  described  as  “en¬ 
trees”  or  “breakfasts.”  The  Commis¬ 
sioner  concludes  that  the  present  regula¬ 
tion  provides  a  reasonable  and  appro¬ 
priate  description  of  “frozen  heat  and 
serve  dinner,”  sufficient  to  distinguish 
the  product  from  “breakfasts”  or  prod¬ 
ucts  containing  only  part  of  a  dinner. 
The  proper  name  of  an  “entree”  or  a 
“breakfast”  is  beyond  the  scope  of  the 
proposal. 

9.  An  objection  was  raised  by  one  re¬ 
spondent  that  fruit  was  excluded  from 
the  foods  listed  in  §  102.11(a)(1).  The 
Commissioner  concludes  that  because  of 
the  established  practice  and  consumer 
acceptance  of  the  use  of  apples  and  other 
fruit  as  components  of  frozen  dinners, 
the  list  of  foods  prescribed  in  §  102.11(a) 
(1)  should  be  expanded  to  include  fruit, 
and  it  is  so  amended. 

10.  One  manufacturer  argued  that  the 
words  “frozen”  in  §  102.11(b)  (1)  and 
“containing”  in  §  102.11(b)  (2)  should  be 
made  optional.  The  Commissioner  has 
concluded  that  the  regulation  should  be 
amended  to  allow  optional  use  of  the 
word  “frozen”  in  the  common  or  usual 
name,  provided  that  the  words  “Keep 
Frozen”  or  the  equivalent  are  placed 
prominently  and  conspicuously  on  the 
principal  display  panel  in  type  size  not 
less  than  that  specified  in  §  102.1(b)  (2) 
(i)  (21  CFR  102.1).  The  Commissioner 
has  also  determined  that  the  word  “con¬ 
taining”  (or  “contains”)  should  be  made 
optional.  The  regulation  has  been  so 
revised. 

11.  The  United  States  Department  of 
Agriculture  and  other  respondents  re¬ 
quested  that  the  proposal  allow  use  of  a 


term  indicating  the  primary  or  principal 
component  of  the  dinner  in  the  common 
or  usual  name,  as  “Beef  Dinner”  or 
“Cheese  Enchilada  Dinner.”  The  Com¬ 
missioner  has  concluded  that  such  desig¬ 
nations  or  other  appropriately  descrip¬ 
tive  terms  should  be  permitted  and  has 
amended  §  102.11(b)(1)  to  so  provide. 

12.  Two  manufacturers  suggested  that 
the  proposal  be  modified  to  allow  use  of 
a  vignette  to  substitute  for  the  list  of 
the  contents  of  the  dinner  as  required 
by  §  102.11(b)(2).  The  Commissioner  is 
of  the  opinion  that  a  vignette  which  de¬ 
picts  the  contents  of  the  dinner  would 
not  be  sufficient  clearly  to  inform  the 
consumer  of  the  contents.  To  be  fully  in¬ 
formative,  the  Commissioner  concludes 
that  a  listing  of  the  components  of  the 
dinner  must  be  included  in  the  common 
or  usual  name. 

13.  One  manufacturer  commented  that 
all  components  of  the  dinner  should  be 
listed  in  order  of  descending  predomi¬ 
nance,  instead  of  the  proposed  require¬ 
ment  that  the  components  listed  in 
§  102.11(a)(1)  be  listed  in  order  of  de¬ 
scending  predominance,  followed  by  a 
listing,  also  in  order  of  descending  pre¬ 
dominance,  of  any  servings  specified  in 
§  102.11(a)  (2) .  The  Commissioner  con¬ 
cludes  that  the  proposed  requirement  is 
preferable,  since  it  highlights  the  prin¬ 
cipal  dinner  components  expected  to  be 
present  by  placing  them  first.  A  com¬ 
plete  listing  of  all  ingredients  in  de¬ 
scending  order  of  predominance  by 
weight  will  also  be  present  on  the  label, 
as  required  by  section  403 (i)  (2)  of  the 
act  and  §  1.10(h)  <21  CFR  1.10). 

14.  The  United  States  Department  of 
Agriculture  and  other  respondents  ex¬ 
pressed  opposition  to  paragraph  (b)  (3) 
of  the  proposal,  requiring  a  statement 
that  other  foods  must  be  consumed  to  ob¬ 
tain  a  complete  meal  when  the  package 
contains  less  than  two  of  the  servings 
set  forth  in  §  102.11(a)  (2).  After  con¬ 
sidering  these  objections,  the  Commis¬ 
sioner  has  concluded  that  such  a  require¬ 
ment  relates  more  to  nutritional  quality 
than  to  a  statement  of  the  identity  of 
the  dinner,  and  that  the  intent  and  pur¬ 
pose  of  that  part  of  the  proposal  is  ade¬ 
quately  satisfied  by  requiring  the  promi¬ 
nent  listing  of  the  major  components  of 
the  product.  Consumers  will  be  able 
readily  to  compare  the  components  of 
one  dinner  with  those  in  another.  The 
Commissioner  has  therefore  deleted  this 
provision  from  the  proposal.  However, 
since  one  reason  for  the  use  of  common 
or  usual  names  is  to  prevent  consumer 
deception,  the  Commissioner  is  amend¬ 
ing  §  102.11(b)  (3)  to  provide  that  if  the 
labeling  implies  that  the  package  con¬ 
tains  any  servings  of  food  which  are  not 
included  in  the  pacakage,  e.g.,  a  “serving 
suggestion”  vignette  depicting  foods  not 
present  in  the  package,  the  principal 
display  panel  must  bear  a  prominent 
statement  that  such  servings  are  not 
present,  in  type  size  not  less  than  that 
specified  in  §  102.1(b)  (2)  (i) . 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201  (n),  403,  701(a),  52  Stat. 
1041  as  amended,  1047-1048,  as  amended, 
1055;  21  U.S.C.  321  <n),  343,  371(a))  and 
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under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  2.120),  Part  102  of 
Title  21  of  the  Code  of  Federal  Regula¬ 
tions  is  amended  by  adding  thereto  the 
following  new  section : 

§  102.1  1  Frozen  “heal  and  serve” 
dinner. 

(a»  A  frozen  “heat  and  serve"  dinner: 

(1)  Shall  contain  at  least  three  com¬ 
ponents,  one  of  which  shall  be  a  signif¬ 
icant  source  of  protein  and  each  of 
which  shall  consist  of  one  or  more  of  the 
following:  meat,  poultry,  fish,  cheese, 
eggs,  vegetables,  fruit,  potatoes,  rice,  or 
other  cereal  based  products  (other  than 
bread  or  rolls) . 

(2)  May  also  contain  other  servings  of 
food  (e.g.,  soup,  bread  or  rolls,  beverage, 
dessert) . 

<b>  The  common  or  usual  name  of  the 
food  consists  of  all  of  the  following: 

(1)  The  phrase  “frozen  ‘heat  and 
serve’  dinner,”  except  that  the  name  of 
the  predominant  characterizing  ingre¬ 
dient  or  other  appropriately  descriptive 
term  may  immediately  precede  the  word 
“dinner”  (e.g.,  “frozen  chicken  dinner” 


or  “frozen  heat  and  serve  beef  dinner”) . 
The  words  “heat  and  serve”  are  optional. 
The  word  “frozen"  is  also  optional,  pro¬ 
vided  that  the  words  “Keep  Frozen”  or 
the  equivalent  are  prominently  and  con¬ 
spicuously  placed  on  the  principal  dis¬ 
play  panel  in  type  size  not  less  than  that 
specified  in  §  102.1(b)  (2)  (i). 

(2)  The  phrase  “containing  (or  con¬ 
tains)  - ”  the  blank  to  be  filled  in 

with  an  accurate  description  of  each  of 
the  three  or  more  dish  components  listed 
in  paragraph  (a)(1)  of  this  section  in 
their  order  of  descending  predominance 
by  weight  (e.g.,  ham,  mashed  potatoes, 
and  peas  > ,  followed  by  any  of  the  other 
servings  specified  in  paragraph  (a)(2) 
of  this  section  contained  in  the  package 
(e.g.,  onion  soup,  enriched  white  bread, 
and  artificially  flavored  vanilla  pudding) 
in  their  order  of  descending  predomi¬ 
nance  by  weight.  This  part  of  the  name 
shall  be  placed  immediately  following  or 
directly  below  the  part  specified  in  para¬ 
graph  (b)  (1)  of  this  section  in  the  man¬ 
ner  set  forth  in  §  102.1(c)  (3).  The  words 
“contains”  or  “containing”  are  optional. 


(3)  If  the  labeling  implies  that  the 
package  contains  other  foods  and  these 
foods  are  not  present  in  the  package, 
e.g.,  if  a  vignette  on  the  package  depicts 
a  “serving  suggestion”  which  includes 
any  foods  not  present  in  the  package, 
the  principal  display  panel  shall  bear  a 
statement  that  such  foods  are  not  pres¬ 
ent,  in  type  size  not  less  than  that  speci¬ 
fied  in  §  102.1(b)  (2)  (i). 

Effective  date.  Labeling  may  be 
changed  to  comply  with  this  regulation 
beginning  on  August  2,  1973.  All  labeling 
ordered  after  December  31,  1973  and  all 
labeling  used  on  products  shipped  in 
interstate  commerce  after  December  31, 
1974,  shall  comply  with  this  regulation. 

(Secs.  201  (n),  403,  701(a),  52  Stat.  1041  as 
amended,  1047-1048  as  amended,  1055;  21 
U.S.C.  321  (n) ,  343,  371(a) ) 

Dated:  July  25,1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 
and  Drugs. 

|FR  Doc.73-15687  Filed  8-l-73;8:45  am] 
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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
Food  and  Drug  Administration 
[  21  CFR  Part  1  ] 

LABELING  OF  CHEMICAL  PRESERVATIVES 
IN  FOOD 

Notice  of  Proposed  Rule  Making 

Section  403  (i)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  requires  the  com¬ 
mon  or  usual  name  of  each  ingredient 
used  in  a  fabricated  food  to  be  listed  on 
the  label,  and  section  403(k)  of  the  act 
requires  that  any  food  containing  a 
chemical  preservative  bear  labeling  stat¬ 
ing  that  fact.  The  Food  and  Drug  Ad¬ 
ministration  has  consistently  interpreted 
these  requirements  to  mean  that  a  pre¬ 
servative  ingredient  contained  in  a  food 
must  be  designated  in  the  statement  of 
ingredients  by  both  the  common  or  usual 
name  of  the  ingredient  and  a  separate 
designation  of  that  ingredient  as  a  pre¬ 
servative  (e.g.,  “BHA  (a  preservative)” 
or  “calcium  proprionate  (to  retard  spoil¬ 
age)  ”) . 

At  one  time,  the  United  States  De¬ 
partment  of  Agriculture  permitted  the 
label  designation  of  preservatives  in 
meat  and  poultry  products  by  the  use  of 
such  general  designations  as  “oxygen  in¬ 
terceptor”  and  “freshness  preserver,” 
without  the  specific  name  of  the  ingredi¬ 
ent.  The  USDA  regulations  have  now 
been  changed,  and  require  that  the  label 
designation  of  preservatives  in  meat  and 
poultry  products  identify  the  substance 
by  both  its  common  name  and  its  pur¬ 
pose  (9  CFR  317.2(f)(1),  (j)  (10) ,  (12) 
published  in  the  Federal  Register  on 
October  3.  1970  (35  FR  15551,  15581, 
15583)). 

The  Food  and  Drug  Administration  is 
therefore  aware  of  no  exception  to  the 
rule  that  every  preservative  in  food  must 
be  labeled  both  by  its  common  or  usual 
name  and  its  function.  Because  some  food 
labels  presently  do  not  comply  with  these 
requirements,  and  because  new  food 
labels  are  now  being  prepared  for  com¬ 
pliance  with  food  labeling  regulations 
published  in  the  Federal  Registers  of 
January  19  and  March  14, 1973,  and  else¬ 
where  in  this  issue  of  the  Federal  Regis¬ 
ter,  the  Commissioner  of  Food  and  Drugs 
has  concluded  that  it  is  appropriate  to 
propose  a  specific  regulation  covering  this 
matter. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act 
(secs.  403,  701(a),  52  Stat.  1047-1048, 
1055;  21  U.S.C.  343,  371(a))  and  under 
authority  delegated  to  the  Commissioner 
(21  CFR  2.120),  it  is  proposed  that  Part 
1  be  amended  in  §  1.12  by  adding  thereto 
a  new  paragraph  (j)  to  read  as  follows: 

§1.12  Food;  labeling;  spires,  flavor¬ 
ings,  rolorings  and  ehemiral  preserv¬ 
atives. 

***** 

(j)  A  food  to  which  a  chemical  pre¬ 
servative)  s)  is  added  shall,  except  when 
exempt  pursuant  to  §  1.10a,  bear  a  label 
declaration  stating  both  the  common  or 
usual  name  of  the  ingredient(s)  and  a 
separate  description  of  its  function,  e.g., 


“preservative,”  “to  retard  spoilage,”  “a 
mold  inhibitor,”  “to  help  protect  flavor,” 
or  “to  promote  color  retention.” 

Interested  persons  may,  on  or  before, 
September  4,  1973,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  6-88,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  this  proposal. 
Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  during  working  hours,  Mon¬ 
day  through  Friday. 

Dated:  July  25,  1973. 

A.  M.  Schmidt, 
Commissioner  of  Food, 
and  Drugs. 

|FR  Doc.73-15692  Filed  8-1-73:8:45  am] 

[  21  CFR  Part  1  ] 

FOOD;  NUTRITION  LABELING 

Proposed  U.S.  Recommended  Daily 
Allowances  for  Infants 

In  paragraph  38  of  the  preamble  to  the 
order  on  nutrition  labeling  (21  CFR  1.17) 
published  in  the  Federal  Register  of 
March  14,  1973  (38  FR  6951),  the  Com¬ 
missioner  of  Food  and  Drugs  concluded 
that  the  U.S.  Recommended  Daily  Allow¬ 
ances  (U.S.  RDA)  for  infants  and  chil¬ 
dren  under  four  years  of  age  were  reason¬ 
able  interim  standards  for  use  in  labeling 
food  represented  for  use  by  infants.  He 
recognized  that  the  U.S.  RDA  for  infants 
and  children  under  four  years  of  age  were 
not  wholly  adequate  for  the  labeling  of 
foods  marketed  solely  for  infants  under 
12  months  of  age,  however,  and  invited 
interested  persons  to  consider  appropri¬ 
ate  new  U.S.  RDA’s  for  this  age  level  for 
incorporation  into  §  1.17  and  Part  125. 

The  Commissioner  received  comments 
on  this  matter  in  relation  to  the  tentative 
order  for  §§  125.1  and  125.3,  published 
in  the  Federal  Register  of  January  19, 
1973  (38  FR  2143).  The  American  Acad¬ 
emy  of  Pediatrics  provided  considerable 
information  supporting  their  view  that 
such  a  separate  U.S.  RDA  should  be  es¬ 
tablished  at  this  time.  A  review  of  the 
comments  and  information  provided  is 
presented  in  the  preamble  to  the  order  on 
Part  125.  On  the  basis  of  these  comments 
and  information  the  Commissioner  has 
concluded  that  it  is  reasonable  to  estab¬ 
lish  a  separate  U.S.  RDA  for  infants  un¬ 
der  12  months  of  age.  Elsewhere  in  this 
issue  of  the  Federal  Register  the  final 
order  promulgating  §§  125.1  and  125.3  is 
published,  establishing  a  separate  U.S. 
RDA  for  infants. 

Accordingly,  as  anticipated  in  para¬ 
graph  38  of  the  preamble  to  the  order 
promulgating  §  1.17,  the  Commissioner 
is  revising  §  1. 17(h)(1)  to  utilize  the  U.S. 
RDA  for  infants  established  in  §  125.1(b) 
for  the  nutrition  labeling  of  foods  mar¬ 
keted  solely  for  infants,  except  for  those 
formula  products  expressly  covered  by 
g  125.5. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  403,  701(a),  52  Stat.  1040- 
1042  as  amended,  1047,  1055;  21  U.S.C. 


321,  343,  371(a))  and  under  authority 
delegated  to  him  (21  CFR  2.120),  the 
Commissioner  proposes  to  amend  §  1.17 
(h)  (1)  to  read  as  follows: 

§  1.17  Food ;  nutrition  labeling. 

***** 

(h)  *  *  * 

( 1 )  Except  where  expressly  covered  by 
§  125.5  of  this  chapter,  infant,  baby,  and 
junior-type  food  marketed  and  pro¬ 
moted  primarily  for  infants  shall  include 
nutrition  information  on  the  label  and 
in  labeling  in  compliance  with  this  sec¬ 
tion  except  that  the  U.S.  RDA  levels  for 
infants  contained  in  g  125.1(b)  of  this 
chapter  shall  be  used  in  lieu  of  the  U.S. 
RDA  contained  in  paragraph  (c)  (7)  (iv) 
of  this  section.  For  the  purposes  of  label¬ 
ing  these  foods  with  a  percent  of  the  U.S. 
RDA  for  protein,  a  value  of  20  grams  of 
protein  shall  be  the  U.S.  RDA  value  for 
protein  with  a  protein  efficiency  ratio 
(PER)  equal  to  or  greater  than  casein, 
and  28  grams  if  the  PER  of  the  protein 
is  less  than  the  PER  of  casein  but  greater 
than  20  percent  of  casein. 

*  *  *  *  * 

Interested  persons  may,  on  or  before 
September  4,  1973,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  6-88,  5600  Fishers  Lane,  Rockville, 
MD,  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  this  pro¬ 
posal.  Comments  may  be  accompanied  by 
a  memorandum  or  brief  in  support  there¬ 
of.  Received  comments  may  be  seen  in 
the  above  office  during  working  hours. 
Monday  through  Friday. 

Dated:  July  25, 1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 
and  Drugs. 

[FR  Doc.73-15961  Filed  8-1-73:8:45  am] 

[ 21  CFR  Part  20 ] 

PROPOSED  STANDARDS  OF  IDENTITY 
FOR  MELLORINE  AND  PAREVINE 

Extension  of  Time  for  Filing  Comments 

In  the  matter  of  establishing  identity 
standards  for  mellorine,  a  vegetable  fat 
frozen  dessert  made  in  semblance  of  ice 
cream,  and  for  parevine,  a  food  resem¬ 
bling  ice  cream  but  containing  no  milk, 
meat,  or  ingredients  derived  from  milk  or 
meat: 

A  notice  of  proposed  rule  making  in 
the  above-identified  matter  published  in 
the  Federal  Register  of  January  19,  1973 
(38  FR  2150),  provided  for  the  filing  of 
comments  within  60  days  following  its 
publication  date. 

Eight  comments  were  received  on  the 
proposal.  Some  comments  were  of  the 
opinion  that  the  6  percent  minimum  fat 
level  proposed  for  mellorine  should  be 
raised.  These  comments  believed  that  the 
minimum  fat  requirements  should 
parallel  those  for  ice  cream,  but  with 
substitution  of  other  fats  for  the  milk 
fat  of  ice  cream. 

Other  comments  stated  that  mellorine 
sold  best  in  those  states  where  composi¬ 
tional  requirements  resulted  in  a  prod¬ 
uct  more  closely  resembling  ice  milk,  and 
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requested  that  the  6  percent  minimum 
fat  requirement  of  the  proposal  be  low¬ 
ered  still  further  to  permit  continued 
marketing  of  a  lower  fat  content 
mellorine. 

Available  information  indicates  that 
the  compositional  range  for  the  vegetable 
fat  frozen  desserts  now  available  in  vari¬ 
ous  states  is  too  wide  to  be  encompassed 
by  a  single  identity  standard,  and  that 
separate  identity  standards,  parallel  to 
those  that  now  exist  for  ice  cream  and 
ice  milk,  may  be  required.  Some  states 
have  established  regulations  to  provide 
for  the  marketing  of  a  mellorine-like 
product  having  a  lower  fat  and  total 
solids  content.  Another  alternative  would 
be  to  establish  only  one  standard,  and 
require  declaration  of  the  fat  content  as 
a  part  of  the  name  of  food  so  that  con¬ 
sumers  could  choose  between  high  and 
low  fat  mellorine. 

The  Commissioner  of  Food  and  Drugs 
concludes  that  this  issue  is  of  such  im¬ 
portance  that  further  comments  on  the 
alternative  ways  of  handling  matter  (in¬ 
cluding  proposed  names  for  an  ice  milk 
counterpart)  should  be  invited.  There¬ 
fore.  the  period  for  filing  comments  is 
reopened  until  September  4,  1973.  This 
extension  will  not  affect  the  common  ef¬ 
fective  date  proposed  in  the  Federal 
Register  of  January  19,  1973  (38  FR 
2163)  for  compliance  with  various  new 
labeling  requirements  for  packaged  food. 

This  notice  is  issued  pursuant  to  provi¬ 
sions  of  the  Federal  Food.  Drug,  and  Cos¬ 
metic  Act  (Secs.  401.  701,  52  Stat.  1046, 
1055-1056  as  amended  by  70  Stat.  919 
and  72  Stat.  948;  21  U.S.C.  341.  371)  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  2.120). 

Dated:  July  25.  1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 

and  Drugs. 

[FR  Doc.73-15693  Filed  8-1-73:8:45  am] 


[21  CFR  Part  102] 
RESTRUCTURED  FOODS 

Proposal  To  Establish  Common  or  Usual 
Names 

A  number  of  convenience  foods  re¬ 
cently  introduced  on  the  market  have 
the  appearance  of  the  traditional  foods 
whose  names  they  often  carry,  but  are 
manufactured  by  new’  processes.  One 
such  group  of  foods  is  made  by  chopping, 
grating,  or  otherwise  reducing  a  food 
substance  into  small  units  which  are 
then  formed  or  extruded  into  a  uniform 
shape.  In  many  cases,  the  restructured 
food  resembles  a  product  which  tradi¬ 
tionally  has  been  made  from  either  the 
whole  product  or  a  slice  or  segment  of 
the  product  and  not  comminuted.  For 
example,  onion  rings  traditionally  made 
from  ringed  slices  of  onions  are  now  often 
composed  of  fresh  chopped  onions  ex¬ 
truded  into  a  ring.  Dehydrated  potatoes 
are  now  formed  into'the  shape  of  potato 
chips  traditionally  made  from  potato 
slices.  Fried  clams  traditionally  made  by 
breading  a  whole  clam  are  now  sometimes 
made  from  chopped  clam  pieces  in  sem¬ 


blance  of  whole  fried  clams.  Fish  sticks 
are  often  made  not  from  segments  of  fish 
fillets,  but  from  minced  fish  pieces 
formed  into  the  shape  of  sticks. 

Unless  the  labeling  of  foods  con¬ 
structed  in  this  manner  clearly  specifies 
that  the  product  is  made  from  chopped 
food  or  small  units  of  a  food,  the  con¬ 
sumer  may  be  led  to  believe  that  the 
product  is  made  in  the  traditional  man¬ 
ner.  The  Commissioner  of  Food  and 
Drugs  has  concluded  that  any  confusion 
and  deception  resulting  from  such  new7 
products  can  be  prevented  by  adoption  of 
informative  common  or  usual  names  pur¬ 
suant  to  21  CFR  Part  102.  He  proposes 
that  such  names  include  a  qualifying 
statement  describing  the  composition  of 
the  product  in  words  which  are  not  less 
than  half  the  type  size  of  the  rest  of  the 
product  name,  in  order  to  make  this  por¬ 
tion  of  the  name  sufficiently  prominent 
and  conspicuous. 

The  Commissioner  believes  that  in  es¬ 
tablishing  common  or  usual  names  for 
these  products  only  one  term  should  be 
used  for  the  comminuted  form  in  the 
name  to  avoid  further  consumer  confu¬ 
sion  resulting  from  the  use  of  more  than 
one  term  for  the  same  comminuted  form 
in  the  names  of  products  on  the  mar¬ 
ket.  For  example,  it  is  proposed  that  the 
term  “minced”  be  designated  as  the 
comminuted  form  from  which  fried 
clams,  nonstandardized  breaded  shrimp, 
fish  sticks,  and  portions  are  made  and 
that  “diced”  be  used  as  the  name  for  the 
comminuted  form  used  in  the  ringed 
onion  product. 

The  standard  of  identity  for  Frozen 
Raw  Breaded  Shrimp  (21  CFR  36.30) 
does  not  provide  for  “minced”  shrimp  to 
be  used  in  composite  units  of  shrimp. 
Therefore,  in  addition  to  proposing  a 
common  or  usual  name  for  nonstand¬ 
ardized  breaded  shrimp  products,  a  pro¬ 
posal  to  amend  the  standard  to  provide 
for  minced  shrimp  will  be  published  at  a 
future  date  to  avoid  any  inconsistency 
between  the  proposed  common  or  usual 
name  and  the  names  prescribed  by  the 
standard. 

The  Commissioner  proposes  that  a 
common  or  usual  name  be  established  for 
comminuted  forms  of  the  following  prod¬ 
ucts;  onion  rings,  fish  sticks  or  portions, 
fried  clams,  breaded  shrimp  and  potato 
chips. 

Onion  Rings  Made  From  Diced  Onions 

Traditionally,  the  food  product  knowm 
as  “onion  rings”  has  been  made  from 
ringed  slices  of  onion.  Some  processors 
are  now  producing  a  product  w'hich  is 
composed  of  fresh  chopped  onions  which 
are  breaded  and  extruded  into  a  ring. 
The  Food  and  Drug  Administration  is  in¬ 
formed  that  the  comminuted  products 
contain  as  much,  if  not  more,  onion  than 
the  product  composed  of  sliced  whole 
onions. 

The  Commissioner  proposes  that  onion 
products  which  are  made  from  diced 
fresh  or  dehydrated  onions  which  are 
breaded  and  shaped  into  a  ring  may  be 
labeled  as  “Onion  Rings”  provided  that 
this  designation  is  immediately  followed 
by  a  qualifying  statement  indicating  the 


composition  of  the  product.  The  words 
“Made  from  Diced  Fresh  (or  Dehy¬ 
drated)  Onions”  must  be  in  type  size  no 
less  than  half  that  of  the  words  “Onion 
Rings.” 

A  proposal  to  establish  a  common  or 
usual  name  for  onion  rings  has  been  sub¬ 
mitted  to  the  Commissioner  by  Mrs. 
Paul’s  Kitchens,  Inc.,  5830  Henry  Ave., 
Philadelphia,  PA  19128,  a  frozen  food 
processing  company.  Petitioner  proposes 
the  following  common  or  usual  name  for 
onion  rings: 

Section - Onion  rings.  The  common 

or  usual  name  for  a  food  product  prepared 
from  fresh  onion  bulbs,  sliced  and  separated 
into  rings  coated  with  batter  or  breading  and 
fried  in  a  suitable  fat  or  oil  bath. 

In  its  statement  of  grounds,  petitioner 
maintains  that  products  made  with  diced 
fresh  onions  should  not  be  labeled  or 
sold  as  onion  rings,  whether  or  not  there 
is  a  qualifying  statement.  It  is  stated 
that  the  United  States  Department  of 
Agriculture  and  other  technical  and 
cookbook  references  define  onion  rings 
as  fresh  onion  bulbs,  sliced  and  sepa¬ 
rated  into  rings,  coated  with  batter  and 
breading  and  fried  in  a  fat  or  oil  bath, 
and  that  this  is  also  the  understanding 
of  the  consumer. 

Petitioner  contends  that  the  statement 
that  the  product  is  made  from  fresh 
chopped  onions  is  inconsistent  with  the 
term  “onion  rings”  and  that  this  leads 
to  consumer  deception,  which  is  not  rec¬ 
tified  by  a  statement  that  the  product  is 
made  from  fresh  chopped  onions. 

Petitioner  states  that  until  1972,  it  was 
Food  and  Drug  Administration  policy  to 
consider  a  product  mislabeled  if  it  was 
made  from  fresh  chopped  onions  and  la¬ 
beled  “onion  rings,”  whether  or  not  there 
was  a  qualifying  statement  accompany¬ 
ing  the  term.  It  is  argued  that  the  change 
in  policy  made  by  the  Food  and  Drug 
Administration  in  November  1972,  al¬ 
lowing  comminuted  onions  formed  into 
rings  to  be  labeled  “onion  rings”  provided 
that  these  words  were  followed  by  the 
statement  “Made  from  Diced  Fresh  On¬ 
ions”  in  the  same  type  size,  color  and 
prominence,  was  contrary  to  the  require¬ 
ments  of  the  Administrative  Procedure 
Act  and  is  a  nullity.  As  grounds  for  this 
conclusion,  petitioner  states  that  this 
policy  change  had  a  substantive,  not 
merely  procedural,  effect  on  an  entire  in¬ 
dustry,  thus  requiring  consultation  with 
or  opportunity  for  comment  by  the  onion 
ring  industry,  which  was  not  afforded  it 
when  the  change  was  made. 

The  full  petition  submitted  by  Mrs. 
Paul’s  Kitchens,  Inc.  is  available  at  the 
Office  of  the  Hearing  Clerk,  Food  and 
Drug  Administration,  Rm.  6-88,  5600 
Fishers  Lane,  Rockville,  MD  20852. 

Fish  Sticks  or  Portions  Made  From 
Minced  Fish 

Traditionally,  fish  sticks  or  fish  por¬ 
tions  have  been  made  from  segments  of 
fish  fillets.  These  products  are  now  some¬ 
times  made  by  forming  minced  fish  into 
the  desired  shape.  The  Commissioner 
proposes  to  allow7  use  of  the  terms  “Fish 
Sticks”  or  “Fish  Portions”  for  this  type 
of  product  provided  that  these  words  are 
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immediately  followed  by  the  statement 
‘‘Made  From  Minced  Fish.”  These  quali¬ 
fying  words  must  be  in  type  size  no  less 
than  half  that  of  the  words  “Fish  Sticks” 
or  “Fish  Portions.” 

On  December  21,  1972,  a  notice  was 
published  in  the  Federal  Register  (37  FR 
28189)  by  the  National  Marine  Fisheries 
Service  of  the  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Department  of  Commerce,  proposing 
label  designations  for  fish  sticks  and  fish 
portions  made  from  mechanically  sepa¬ 
rated  fish  flesh.  The  Food  and  Drug  Ad¬ 
ministration  submitted  a  comment  on  the 
proposal,  stating  that  the  qualifying 
statement  should  be  in  the  same  type 
size  as  the  words  ‘‘Fish  Sticks”  or  “Fish 
Portions.”  This  view  was  reiterated  in  a 
letter  to  NOAA  commenting  on  a  draft 
of  the  final  order,  and  as  a  result  of  this 
suggestion  the  final  order,  published  in 
the  Federal  Register  on  May  11,  1973 
(38  FR  12334),  requires  the  same  type 
size  for  all  words  in  the  name.  This 
policy  has  been  reconsidered  and  the 
Commissioner  is  now  proposing  that  the 
qualifying  statement  should  be  in  type 
size  not  less  than  half  that  of  the  words 
“Fish  Sticks”  or  “Fish  Portions.”  Except 
for  the  inconsistency  in  type  size  re¬ 
quirements,  the  regulation  now  proposed 
by  the  Commissioner  conforms  with  the 
NOAA  regulation. 

Fried  Clams  Made  From  Minced  Clams: 

The  traditional  fried  clam  has  been 
made  by  breading  a  whole  clam  and  fry¬ 
ing  it.  This  food  product  is  now  some¬ 
times  made  by  combining  chopped  clam 
pieces,  breading,  forming  into  a  clam 
shape  and  frying.  The  Commissioner  pro¬ 
poses  to  allow  this  new  product  to  be 
labeled  “Fried  Clams,”  provided  that 
this  term  is  followed  by  the  words  “Made 
From  Minced  Clams”  in  type  that  is  no 
less  than  half  the  size  of  the  words 
“Fried  Clams.” 

Nonstandardized  Breaded  Composite 
Shrimp  Units 

Section  36.30(c)(6)  (21  CFR  36.30) 
prescribes  a  standard  of  identity  for 
frozen  raw  breaded  shrimp  which  con¬ 
sists  of  two  or  more  whole  shrimp  or 
pieces  of  shrimp  formed  into  composite 
units.  This  standard  does  not  provide 
for  “minced”  shrimp  nor  does  it  cover 
any  type  of  shrimp  other  than  frozen  raw 
shrimp.  The  Commissioner  now  proposes 
to  designate  a  common  or  usual  name  for 
comminuted  breaded  shrimp  units  not 
included  under  §  36.30(e)  (6) ,  and  to  pro¬ 
vide  that  the  name  to  be  used  must  be 
one  prescribed  under  §  36.30(e)  (6) ,  ei¬ 
ther  “Breaded  Shrimp  Sticks,”  “Breaded 
Shrimp  Cutlets,”  depending  upon  the 
shape  of  the  product,  or  if  prepared  in 
a  shape  other  than  that  of  sticks  or  cut¬ 
lets,  "Breaded  Shrimp _ ”,  the  blank 

to  be  filled  by  a  word  or  phrase  that  ac¬ 
curately  describes  the  shape,  but  which 
is  not  misleading.  The  words  “Made 
From  Minced  Shrimp”  must  follow  in 
type  size  not  less  than  half  that  of  the 
words  chosen  to  name  the  product. 

The  common  or  usual  names  proposed 
are  intended  to  cover  shrimp  products 


that  are  not  frozen  raw.  In  order  to  avoid 
any  inconsistency  between  this  proposed 
common  or  usual  name  and  the  names 
prescribed  by  the  standard,  a  proposal 
to  amend  the  standard  to  include  minced 
shrimp  will  be  published  at  a  future  date. 

Potato  Chips  Made  From  Dehydrated 
Potatoes 

Traditionally,  the  name  “potato  chips” 
has  been  applied  to  thin  slices  of  potato 
fried  in  deep  fat.  In  recent  years  prod¬ 
ucts  have  been  introduced  into  the  mar¬ 
ket  which  are  made  not  from  potato 
slices  but  from  dehydrated  potatoes, 
combined  with  small  amounts  of  other 
ingredients  and  formed  into  the  tradi¬ 
tional  potato  chip  shape. 

Since  1969.  the  Food  and  Drug  Admin¬ 
istration  has  allowed  use  of  the  term 
“potato  chips”  for  products  made  from 
dehydrated  potatoes,  as  long  as  the  term 
is  accompanied  by  a  prominent  declara¬ 
tion  that  it  is  made  from  dehydrated  po¬ 
tatoes.  The  Commissioner  proposes  to 
establish  a  common  or  usual  name  for 
potato  chips  made  from  dehydrated  po¬ 
tatoes  formed  into  the  shape  of  tradi¬ 
tional  potato  chips.  The  words  “Made 
From  Dehydrated  Potatoes”  must  follow 
the  term  “Potato  Chips”  and  must  be  in 
type  size  not  less  than  half  the  size  of 
the  largest  type  used  in  the  words 
“Potato  Chips.” 

Three  petitions  have  been  submitted 
to  the  Commissioner  proposing  to  estab¬ 
lish  a  common  or  usual  name  for  potato 
chips.  The  following  proposal  has  been 
received  by  the  Commissioner  from  Gen¬ 
eral  Mills,  Inc.,  9200  Wayzata  Blvd., 
Minneapolis,  MN  55440. 

Section  102. _ The  common  or  usual 

name  of  “potato  chips”  shall  include  the  type 
of  potatoes  from  which  the  chips  are  made. 
In  the  case  of  potato  chips  made  from  raw 
potatoes  the  statement  shall  be  “Made  from 
Raw  Potatoes.”  In  the  case  of  potato  chips 
made  from  dried  or  dehydrated  potatoes  the 
statement  shall  be  “Made  from  Dried  Pota¬ 
toes.”  The  statement  shall  follow  the  words 
"Potato  Chips”  and  shall  be  in  type  not  less 
than  25  percent  the  size  of  the  largest  type 
used  in  the  words  “Potato  Chips.” 

As  grounds  for  its  proposal,  petitioner 
cites  both  a  July  1969  Food  and  Drug  Ad¬ 
ministration  compliance  policy  guideline 
and  a  court  ruling  that  “potato  chips” 
accompanied  by  a  qualifying  statement 
indicating  the  type  of  potatoes  used  is 
an  appropriate  name,  Potato  Chip  Insti¬ 
tute  v.  General  Mills,  Inc.,  333  F.  Supp. 
173  <D.  Neb.  1971),  aff’d  461  F.2d  1088 
(8th  Cir.  1972).  Petitioner  also  argues 
that  consumer  acceptance  of  the  new 
product  is  indicated  by  the  estimate  that 
has  been  made  that  in  markets  where 
both  types  of  potato  chips  are  sold,  the 
product  made  from  dehydrated  potatoes 
has  as  much  as  25  percent  of  the  mar¬ 
ket.  It  is  in  the  interest  of  the  consumer, 
petitioner  maintains,  that  both  sub¬ 
classes  of  potato  chips  are  identified. 

A  petition  to  establish  separate  com¬ 
mon  or  usual  names  for  potato  chips  and 
for  potato  snacks  has  also  been  submit¬ 
ted  by  the  Potato  Chip  Institute  Inter¬ 
national  (PCII),  940  Hanna  Building, 
Cleveland,  OH  44115: 


Section _ Potato  chips.  The  common 

or  usual  name  for  a  food  consisting  of  thin 
slices  of  raw  potato  fried  until  crisp  shall  be 
potato  chips. 

Section  _ _  Potato  snacks.  The  com¬ 

mon  or  usual  name  for  a  food  resembling 
potato  chips,  made  from  dried  or  dehydrated 
potatoes  or  dried  or  dehydrated  potato  gran¬ 
ules,  shall  be  potato _ ,  the  blank  to 

be  filled  in  with  a  word  or  words  such  as 
"snacks”  or  “bites”  but  not  with  any  word 
or  words  containing  the  word  "chip”  or 
"chips.” 

In  support  of  its  proposal  that  prod¬ 
ucts  made  from  dried  potatoes  or  potato 
granules  not  be  sold  or  labeled  as  potato 
chips,  with  or  without  a  qualifying  state¬ 
ment,  petitioner  argues  that  by  diction¬ 
ary  definition  and  common  consumer 
understanding,  potato  chips  are  thin 
slices  of  raw  potatoes,  fried  until  crisp. 
Consequently,  PCII  maintains,  it  is  de¬ 
ceptive  and  misleading  to  call  products 
made  from  dried  potatoes  “potato  chips.” 
This  deception,  it  is  contended,  cannot 
be  rectified  by  the  addition  of  a  qualify¬ 
ing  statement. 

PCII  argues  that  the  Compliance  Pol¬ 
icy  Guideline  issued  in  July  1969  by  the 
Food  and  Drug  Administration,  was  a 
complete  reversal  of  previous  policy  and 
that  the  decision  to  change  the  policy 
was  made  without  consultation  with  or 
opportunity  for  comment  by  the  potato 
chip  industry.  The  petition  alleges  that 
since  the  action  had  a  substantive  and 
not  merely  procedural  effect  on  an  en¬ 
tire  industry,  the  provisions  of  the  Ad¬ 
ministrative  Procedure  Act  were  violated 
and  the  guideline  is  a  nullity. 

The  Procter  &  Gamble  Company,  Cin¬ 
cinnati,  OH,  has  also  submitted  to  the 
Commissioner  a  proposal  establishing  a 
common  or  usual  name  for  potato  chips. 
The  proposal  states : 

Section  102. _ The  common  or 

usual  name  for  a  product  made  from  pota¬ 
toes  which  are  thinly-formed  and  deep -fat 
fried  shall  be  “potato  chips.”  The  name 
shall  be  accompanied  (a)  in  the  case  of 
potato  chips  made  from  raw  potatoes,  by  a 
prominent  declaration  that  the  product  is 
“made  from  raw  potatoes”;  and  (b)  in  the 
case  of  potato  chips  made  from  dried  or  de¬ 
hydrated  potatoes,  by  a  prominent  declara¬ 
tion  that  the  product  is  “made  from  dried 
potatoes.”  In  either  case,  the  declaration 
shall  immediately  follow  the  words  "potato 
chips”  on  any  principal  display  panel  and 
shall  be  in  type  size  not  less  than  that  re¬ 
quired  for  the  product’s  net  content  declara¬ 
tion  pursuant  to  the  Fair  Packaging  and 
Labeling  Act. 

Petitioner  initially  states  that  it  does 
not  concede  the  validity  of  21  CFR  Part 
102  or  the  authority  of  the  Commissioner 
to  establish  regulations  under  it.  It  is 
argued  that  Part  102  seems  to  authorize 
substantive  regulations  that  are  tanta¬ 
mount  to  standards  of  identity  for  food 
products,  and  that  this  is  an  impermis¬ 
sible  attempt  to  extend  the  Commis¬ 
sioner’s  authority  to  set  such  standards 
beyond  the  authority  accorded  to  him 
under  section  401  of  the  act. 

Procter  &  Gamble  asserts  that  the  es¬ 
tablishment  of  a  common  or  usual  name 
is  unnecessary  since  the  Food  and  Drug 
Administration  in  its  Compliance  Policy 
Guideline  and  the  court  in  the  Potato 
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Chip  Institute  case,  concluded  that  the 
name  “potato  chips”  includes  chips  made 
from  dried  or  dehydrated  potatoes  pro¬ 
vided  that  a  prominent  declaration  that 
the  product  is  made  from  dried  potatoes 
accompanies  the  name  “potato  chips.” 

In  its  statement  of  grounds  supporting 
its  proposed  regulation,  petitioner  main¬ 
tains  that  there  is  no  qualitative  differ¬ 
ence  between  the  two  types  of  potato 
chips,  since  potato  is  the  raw  material 
for  both,  with  one  less  processing  step 
involved  with  raw  potatoes.  Procter  & 
Gamble  contends  that  if  the  product 
made  from  dried  potatoes  were  called 
something  other  than  “potato  chips”  it 
would  mislead  the  consumer  into  think¬ 
ing  that  this  product  was  significantly 
different  from  the  traditional  product. 

Petitioner  cites  research  done  by  an 
independent  firm  which  showed  that  the 
great  majority  of  consumers  voluntarily 
recognize  as  “potato  chips”  the  product 
made  from  dried  potatoes,  even  when 
put  on  notice  of  the  processing  difference. 
It  was  also  noted  in  the  petition  that 
many  other  food  products,  standardized 
and  nonstandardized,  such  as  ice  cream 
and  corn  flakes,  use  alternate  physical 
forms  of  their  basic  ingredients  without 
any  prominent  labeling  declaration. 

In  support  of  its  proposal  that  the 
qualifying  statement  should  be  no  less 
than  the  size  of  the  net  content  declara¬ 
tion  for  foods  under  the  Fair  Packaging 
and  Labeling  Act,  Procter  &  Gamble 
argues  that  the  declaration  need  only  be 
large  enough  to  be  read  at  a  distance  of 
about  three  or  four  feet.  There  is  no 
reason,  petitioner  argues,  that  compels 
the  size  of  the  qualifying  statement  to 
bear  any  specific  relation  to  the  size  of 
the  w'ords  “potato  chips,"  and  an  exces¬ 
sively  large  declaration  would  be  un- 
nessary  and  would  unduly  emphasize  the 
form  of  the  ingredients  used. 

The  full  petitions  submitted  by  General 
Mills,  Inc..  Potato  Chip  Institute  Inter¬ 
national,  and  the  Procter  &  Gamble  Co. 
are  available  for  inspection  at  the  Office 
of  the  Hearing  Clerk.  Food  and  Drug  Ad¬ 
ministration,  Rm.  6-88.  5600  Fishers 
Lane,  Rockville.  MD  20852. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201(n),  403,  701(a),  52  Stat. 
1041,  as  amended,  1047-1048,  as 
amended,  1055;  21  U.S.C.  321  (n),  343, 
371(a))  and  under  authority  delegated 
to  him  (21  CFR  2.120) ,  the  Commissioner 
proposes  to  amend  Part  102  of  Chapter  I 
of  Title  21  of  the  Code  of  Federal  Regu¬ 
lations,  by  adding  thereto  the  following 
new'  sections ; 

§  102.13  Onion  rings  made  from  diced 
onion. 

The  common  or  usual  name  of  a  food 
product  consisting  of  diced  fresh  or  de¬ 
hydrated  onion  products  which  are  mixed 
with  binders  and  formed,  shaped  or  ex¬ 
truded  into  rings,  shall  be:  “Onion  Rings 
Made  From  Diced  Onions,”  the  blank  to 
be  filled  in  by  the  w'ord  “Fresh”  w'hen 
diced  fresh  onions  are  used  or  with  the 
w'ord  “Dehydrated”  when  dehydrated 
onions  are  used.  The  w'ords  “Made  From 
Diced  Onions”  shall  appear  on  the  label 


in  type  size  that  complies  with  §  102.1(b) 
(2)  (i)  and  (ii).  Such  food  product  shall 
contain  a  quantity  of  onions  not  less  than 
the  quantity  present  in  the  similar  prod¬ 
uct  made  from  rings  of  sliced  whole 
onion. 

§  102.14  Fish  slicks  or  portions  made 
from  minced  fish. 

The  common  or  usual  name  of  a  food 
product  manufactured  from  fish  blocks 
composed  entirely  of  mechanically  sepa¬ 
rated  fish  flesh  combined  with  binders 
shaped  in  the  form  of  fish  sticks  or  por¬ 
tions  and  breaded  shall  be  “Fish  Made 
From  Minced  Fish”  the  blank  to  be  filled 
in  by  the  w'ord  “Sticks”  or  “Portions”  as 
the  case  may  be.  The  w'ords  “Made  From 
Minced  Fish”  shall  appear  on  the  label 
in  type  size  that  complies  with  §  102.1 
<b)  (2)  (i)  and  (ii).  Such  food  product 
shall  contain  a  quantity  of  fish  not  less 
than  the  quantity  present  in  the  similar 
product  made  from  cut  whole  fish. 

§  102.13  Fried  clams  made  from  minced 
clams. 

The  common  or  usual  name  of  a  food 
product  consisting  of  breaded  com¬ 
minuted  clams  shall  be  “Fried  Clams 
Made  From  Minced  Clams.”  The  w'ords 
“Made  From  Minced  Clams”  shall  appear 
on  the  label  in  type  size  that  complies 
with  §  102.1(b)  (2)  (i)  and  (ii) .  Such  food 
product  shall  contain  a  quantity  of  clams 
not  less  than  the  quantity  present  in  the 
similar  product  made  from  whole  clams. 

§  102.16  Nonstandardized  breaded  com¬ 
posite  shrimp  units. 

The  common  or  usual  name  for 
breaded  composite  shrimp  units  that  do 
not  conform  to  the  definition  and  stand¬ 
ard  of  identity  prescribed  by  §  36.30(c) 
(6)  of  this  chapter  by  reason  that  the 
food  is  not  marketed  in  the  frozen,  raw 

form  shall  be  “ _  Made  From 

Minced  Shrimp,”  the  blank  to  be  filled 
with  the  words  prescribed  for  the  shape 
of  the  product  by  §  36.30(e)  (6)  of  this 
chapter,  either  “Breaded  Shrimp  Sticks,” 
“Breaded  Shrimp  Cutlets,”  depending 
upon  the  shape  of  the  product,  or  if  pre¬ 
pared  in  a  shape  other  than  that  of  sticks 

or  cutlets,  “Breaded  Shrimp _ 

Made  From  Minced  Shrimp”  the  blank  to 
be  filled  by  a  w'ord  or  phrase  that  ac¬ 
curately  describes  the  shape,  but  which  is 
not  misleading.  The  words  “Made  From 
Minced  Shrimp”  shall  appear  on  the  label 
in  type  size  that  compiles  with  §  102.1 
(b)(2)(i)  and  (ii).  Such  food  product 
shall  contain  a  quantity  of  shrimp  not 
less  than  the  quantity  present  in  the 
similar  frozen,  raw  breaded  composite 
shrimp  unit  product  made  in  accordance 
with  provisions  of  the  standard  of  iden¬ 
tity. 

§  102.17  Potato  chips  made  from  de¬ 
hydrated  potatoes. 

The  common  or  usual  name  of  a  food 
product  consisting  of  dehydrated  pota¬ 
toes  combined  with  other  ingredients 
formed  into  the  shape  of  traditional 
potato  chips  shall  be  “Potato  Chips  Made 
From  Dehydrated  Potatoes.”  The  words 
“Made  From  Dehydrated  Potatoes”  shall 
appear  on  the  label  in  type  size  that  com¬ 


plies  with  §  102.1(b)  (2)  (i)  and  (ii) .  Such 
food  product  shall  contain  a  quantity  of 
potatoes  not  less  than  the  quantity  pres¬ 
ent  in  the  similar  product  made  from 
sliced  w'hole  potatoes. 

Interested  persons  may,  on  or  before 
October  1,  1973,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  6-88,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintuplicate) ,  regarding  the  petitions 
and  the  Commissioner’s  proposal.  Com¬ 
ments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  during  working  hours,  Mon¬ 
day  through  Friday. 

Dated:  July  25,  1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 
and  Drugs. 

[FR  Doc.  73-15695  Filed  8-1-73:8:45  am] 

[21  CFR  Part  102] 

FILLED  MILK  PRODUCTS 
Proposed  Common  or  Usual  Name 

On  November  9, 1972,  the  United  States 
District  Court  for  the  Southern  District 
of  Illinois  handed  down  a  decision  in  Mil- 
not  Co.  v.  Richardson,  350  F.  Supp.  221 
<S.D.  Ill.  1972),  holding  the  Filled  Milk 
Act  unconstitutional.  The  Filled  Milk  Act 
of  1923  (42  Stat.  1486),  21  U.S.C.  61-64, 
prohibits  the  shipment  of  any  filled  milk 
in  interstate  commerce.  A  filled  milk  is 
defined  as  a  combination  of  any  milk, 
cream  or  skimmed  milk  (whether  or  not 
condensed,  evaporated,  concentrated, 
powdered,  dried  or  desiccated)  with  any 
fat  or  oil  other  than  milk-fat,  so  that 
the  resulting  product  is  in  imitation  or 
semblance  of  milk,  cream,  or  skimmed 
milk. 

The  court  in  the  Milnot  case  concluded 
that,  since  other  substitute  milk  and 
dairy  products  may  lawfully  be  shipped 
in  interstate  commerce,  the  prohibition 
against  interstate  shipment  of  filled  milk 
products  was  an  unconstitutional  dis¬ 
crimination  against  these  products.  The 
White  House  Conference  on  Food.  Nutri¬ 
tion  and  Health  recommended  in  1969 
that  the  Filled  Milk  Act  be  repealed,  and 
the  Food  and  Drug  Administration  has 
concurred  in  that  recommendation.  Ac¬ 
cordingly.  it  has  been  concluded  that  the 
decision  in  the  Milnot  case  will  not  be 
appealed.  On  February  1,  1973,  a  pro¬ 
tective  notice  of  appeal  filed  in  the  case 
was  withdrawn,  and  the  appeal  was 
dismissed. 

This  notice  will  serve  to  inform  the 
public  that,  pursuant  to  the  court  de¬ 
cision  in  this  case,  the  Filled  Milk  Act 
will  no  longer  be  enforced.  Henceforth, 
filled  milk  products  may  lawfully  be 
shipped  in  interstate  commerce  and  will 
be  regulated  under  the  provisions  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act, 
just  as  any  other  foods. 

In  view  of  these  developments,  the 
Commissioner  of  Food  and  Drugs  con¬ 
cludes  that  appropriate  labeling  for  filled 
milk  products  should  promptly  be  con¬ 
sidered.  The  Food  and  Drug  Adminis- 
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tration  Is  now  studying  the  possibility 
of  establishing  a  standard  of  identity 
for  these  products.  In  the  interim,  the 
Commissioner  has  concluded  that  a  regu¬ 
lation  should  be  promulgated  governing 
the  common  or  usual  name  of  these 
products. 

During  this  interim  the  Commissioner 
invites  interested  persons  to  comment 
on  the  suitability  and  meaning  to  them 
of  the  word  “filled”  in  the  name  of  the 
food.  Alternate  words  or  phrases  which 
are  more  meaningful  and  are  not  decep¬ 
tive  and  misleading  may  be  suggested. 

Milk  products  are  a  major  source  of 
nutrients  in  the  diet.  Pursuant  to  §  1.8(e) 
of  this  chapter,  published  elsewhere  in 
this  issue  of  the  Federal  Register,  any 
filled  milk  product  which  is  not  nutri¬ 
tionally  equivalent  to  the  product  that  it 
resembles  and  for  which  it  is  intended 
as  a  substitute  shall  be  labeled  as  an 
“imitation”.  The  proposed  regulation  set 
out  below  provides  that  if  a  product  as 
defined  in  paragraph  (a)  is  made  nutri¬ 
tionally  equivalent  to  a  counterpart  milk 
or  cream  product  by  meeting  the  nutrient 
specifications  in  paragraph  (b),  the 
common  or  usual  name  of  the  product 

will  be  “filled _ ”,  the  blank  to  be 

filled  in  with  the  name  of  the  counter¬ 
part  milk  product  (e.g.,  milk,  cream, 
skimmed  milk,  and  so  forth). 

The  significant  nutritional  qualities 
of  milk  which  should  be  preserved  in 
a  milkf at- replaced  product  are  vita¬ 
min  A,  vitamin  E,  and  polyunsaturated 
fatty  acids  of  the  linoleic  acid  series.  An 
additional  quality  which  should  be  pro¬ 
vided  is  vitamin  D  because  beverage  milk 
products  are  recognized  as  the  preferred 
food  vehicle  for  this  vitamin  in  the 
American  diet.  The  terminology  used  for 
polyunsaturated  fatty  acids  of  the  lino¬ 
leic  acid  series  in  the  recently  published 
regulation  on  fat  labeling,  §  1.18  of  this 
chapter  (38  FR  6961)  is  cis,  cis- 
methylene-interrupted  polyunsatured 
fatty  acids.  Some  vegetable  fats  or  fat 
blends  which  may  be  used  to  replace 
milkfat  in  producing  filled  milk  have  a 
fatty  acid  pattern  which  is  deficient  in 
this  fatty  acid  group.  Providing  for  a 
level  equivalent  to  4  percent  of  the  fat 
in  the  product  will  correct  this  deficiency. 

Labeling  requirements  of  §  1.17  of  this 
chapter  (38  FR  6951)  apply  to  all  filled 
milk  products  to  which  descrete  nutrients 
are  added  or  for  which  a  claim  or  infor¬ 
mation  with  respect  to  nutritional  prop¬ 
erties  (including  the  nature  or  content 
of  the  fat  and  fatty  acids,  in  which  case 
the  requirements  of  §  1.18  also  apply)  is 
made. 

Accordingly,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201  (n),  403,  701(a),  52  Stat. 
1041,  as  amended,  1047-1048,  as  amended, 
1055;  21  U.S.C.  321(n),  343,  371(a)),  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  2.120),  it  is  proposed 
that  a  new  §  102.18  be  added  to  Part  102, 
as  follows: 


§  102.18  Filled  milk  products. 

(a)  The  common  or  usual  name  of  the 
food  made  from  milk,  cream,  or  skimmed 
milk,  whether  or  not  condensed,  evapo¬ 
rated,  concentrated,  powdered,  dried,  or 
desiccated,  from  which  all  or  part  of  the 
fat  has  been  removed  and  to  which  has 
been  added,  or  which  has  been  blended 
or  compounded  with,  any  fat  or  oil  other 

than  milkfat,  shall  be  “filled _ ”,  the 

blank  being  filled  in  with  the  name  of  the 
counterpart  milk  product  as  defined  in 
Part  18  of  this  chapter. 

(b)  A  product  meeting  the  definition 
of  paragraph  (a)  of  this  section  but 
which  is  nutritionally  inferior  to  the 
counterpart  milk  product  shall  be  labeled 
as  an  imitation  pursuant  to  §  1.8(e)  of 
this  chapter.  For  purposes  of  §  1.8(e)  of 
this  chapter,  a  filled  milk  product  shall 
be  considered  nutritionally  equivalent  to 
its  counterpart  milk  product  if  it  meets 
all  of  the  following  requirements: 

(1)  It  contains  the  minimum  milk 
solids  not  fat  required  for  the  counter¬ 
part  milk  product  as  prescribed  in  Part 
18  of  this  chapter. 

(2)  If  it  is  filled  milk,  filled  lowfat 
milk,  filled  skim  milk,  or  the  condensed, 
evaporated,  concentrated,  powdered, 
dried  or  desiccated  form  of  these  fluid 
products: 

(i)  Vitamin  A  shall  be  present  in  such 
quantity  that  each  quart  (or  reconsti¬ 
tuted  quart,  in  the  case  of  the  condensed 
or  dried  products)  of  the  food  contains 
2,000  International  Units  thereof. 

(ii)  Vitamin  D  shall  be  present  in  such 
quantity  that  each  quart  (or  reconsti¬ 
tuted  quart,  in  the  case  of  the  condensed 
Or  dried  products)  of  the  food  contains 
400  International  Units  thereof. 

(iii)  Cis, cis  -  methylene  -  interrupted 
polyunsaturated  fatty  acids  (as  glycer¬ 
ides)  shall  be  present  at  a  level  equiv¬ 
alent  to  4  percent  of  the  fat  in  the 
product. 

(iv)  Vitamin  E  shall  be  present  at  a 
level  equivalent  to  1  International  Unit 
per  gram  of  total  polyunsaturated  fatty 
acids  (as  glycerides)  in  the  product. 

(3)  If  it  is  filled  half-and-half,  filled 
light  cream,  filled  light  whipping  cream, 
filled  heavy  cream,  or  the  condensed, 
evaporated,  concentrated,  powdered, 
dried  or  desiccated  form  of  these  fluid 
products: 

(i)  Vitamin  A  shall  be  present  at  a 
level  equivalent  to  40  International  Units 
per  gram  of  fat. 

(ii)  Cis, cis  -  methylene  -  interrupted 
polyunsaturated  fatty  acids  (as  glycer¬ 
ides)  shall  be  present  at  a  level  equiv¬ 
alent  to  4  percent  of  the  fat  in  the 
product. 

(iii)  Vitamin  E  shall  be  present  at  a 
level  equivalent  to  1  International  Unit 
per  gram  of  total  polyunsaturated  fatty 
acids  (as  glycerides)  in  the  product. 

(c)  This  section  shall  not  apply  to  an 
infant  formula  that  is  labeled  as  such 
and  that  is  represented  for  feeding  in¬ 
fants  and  young  children. 

Interested  persons  may,  on  or  before 
October  1,  1973,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 


Rm.  6-88,  5600  Fishers  Lane,  Rockville, 
MD  20852,  WTitten  comments  (preferably 
in  quintuplicate)  regarding  this  proposal. 
Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  during  working  hours,  Mon¬ 
day  through  Friday. 

Dated  July  25,  1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 
and  Drugs. 

[PR  Doc.73-15694  Filed  8-1-73:8:45  am] 

[21  CFR  Part  125] 

USE  OF  INTERNATIONAL  UNITS  FOR 
VITAMINS  A  AND  D 

Notice  of  Proposed  Rule  Making 

Elsewhere  in  this  issue  of  the  Federal 
Register  the  Commissioner  of  Food  and 
Drugs  is  promulgating  final  regulations 
for  food  for  special  dietary  uses.  Excep¬ 
tions  filed  to  the  tentative  order  in  that 
proceeding  pointed  out  that  §  125.5(c)  (5) 
uses  “U.S.P.  Units”  as  the  units  of  meas¬ 
urement  for  vitamins  A  and  D,  whereas 
the  tentative  order  used  “International 
Units”  for  these  vitamins. 

The  Commissioner  has  concluded  that 
International  Units  should  be  used  as  the 
standard  units  of  measurement  for  vita¬ 
mins  A  and  D.  Accordingly,  it  is  pro¬ 
posed  that  §  125.5(0  (5)  (21  CFR  125.5) 
be  revised  to  refer  to  “International 
Units”  rather  than  "U.S.P.  Units”  for 
vitamins  A  and  D. 

The  Commissioner  recognizes  that  this 
is  a  technical  change  and  that  there  will 
be  no  need  to  require  immediate  label 
changes  to  reflect  this  revision.  The  Com¬ 
missioner  therefore  proposes  that,  when 
adopted,  this  revision  may  be  reflected  in 
labeling  when  other  labeling  changes  are 
made,  in  order  to  prevent  any  unneces¬ 
sary  costs  to  consumers. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  403,  701,  52  Stat.  1047-1048, 
1055;  21  U.S.C.  343,  371)  and  under  au¬ 
thority  delegated  to  him  (21  CFR  2.120), 
the  Commissioner  proposes  to  amend 
Part  125  in  §  125.5(c)  (5)  to  insert  “Inter¬ 
national  Units”  in  lieu  of  “U.S.P.  Units” 
as  the  units  of  measurement  for  vita¬ 
mins  A  and  D. 

Interested  persons  may,  on  or  before 
September  1,  1974,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  6-88,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  this  proposal. 
Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  during  working  hours,  Mon¬ 
day  through  Friday. 

Dated:  July  25,  1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 
and  Drugs. 

-  [FR  Doc.73-15696  Piled  8-1-73:8:45  am] 
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20750  NOTICES 


DEPARTMENT  OF  HEALTH,  EDUCA¬ 
TION,  AND  WELFARE 
Food  and  Drug  Administration 

[DESI  5897] 

FOLIC  ACID  PREPARATIONS,  ORAL  AND 

PARENTERAL  FOR  THERAPEUTIC  USE 

Drugs  for  Human  Use;  Drug  Efficacy  Study 
Implementation;  Amendment 

In  the  Federal  Register  of  April  9, 
1971  (36  FR  6843),  the  Commissioner 
of  Food  and  Drugs  published  conclu¬ 
sions  concerning  the  effectiveness  of  folic 
acid  for  therapeutic  use  pursuant  to  re¬ 
ports  received  from  the  National  Acad¬ 
emy  of  Sciences-National  Research 
Council. 

It  was  concluded  that  there  is  no 
evidence  that  doses  of  folic  acid  greater 
than  1  mg.  daily  have  greater  efficacy 
than  do  those  of  1  mg.,  and  that  the 
usual  therapeutic  dose,  oral  or  paren¬ 
teral,  should  be  0.25  mg.  to  1.0  mg.  daily, 
and  the  maintenance  dose  should  ordi¬ 
narily  be  0.1  to  0.25  mg.  daily.  The  notice 
allowed  180  days  for  manufacturers  and 
distributors  to  reformulate  products  of 
higher  strength  than  1.0  mg. 

That  notice  also  stated,  in  accord  with 
regulations  then  in  effect  (21  CFR  3.42), 
that  oral  preparations  supplying  more 
than  0.1  mg.  folic  acid  per  dosage  unit 
would  be  restricted  to  prescription  dis¬ 
pensing  and  that  a  dietary  supplement 
furnishing  0.1  mg.  could  be  prescribed 
when  a  maintenance  level  of  0.1  mg.  per 
day  was  indicated. 

Elsewhere  in  this  issue  of  the  Federal 
Register  the  Commissioner  of  Food  and 
Drugs  has  published  orders  revising 
regulations  for  foods  for  special  dietary 
use  and  promulgating  a  standard  of 
identity  for  dietary  supplements  and  an 
order  revoking  I  3.42  and  amending  the 
food  additive  regulations  as  they  apply 
to  folic  acid.  The  effect  of  these  orders 
is  to  increase  the  amount  of  folic  acid 
which  may  be  added  to  a  food  or  used 
in  a  dietary  supplement  above  the  level 
previously  allowed.  The  maximum  daily 
amount  of  folic  acid  now  permitted  for 
such  use  is  0.1  mg.  for  infants,  0.3  mg. 
for  children  under  4  years  of  age,  0.4  mg. 
for  adults  and  children  4  or  more  years 
of  age,  and  0.8  mg.  for  pregnant  or 
lactating  women. 

Pending  review  of  the  status  of  folic 
acid  by  the  OTC  vitamin-mineral  drug 
panel  pursuant  to  procedures  established 
in  §  130.301,  the  Food  and  Drug  Admin¬ 
istration  will  continue  on  an  interim 
basis  its  previous  policy  of  regarding  any 
preparation  containing  folic  acid  in  ex¬ 
cess  of  the  permitted  food  additive  level 
as  a  prescription  drug. 

Therefore,  the  Commissioner  finds  it 
appropriate  to  amend  certain  parts  of 
the  previous  DESI  notice  for  folic  acid 
and  republish  it  as  follows: 

The  Food  and  Drug  Administration 
has  evaluated  reports  of  the  National 
Academy  of  Sciences-National  Research 
Council,  Drug  Efficacy  Study  Group,  as 
well  as  other  available  evidence,  and 
concludes  that  folic  acid  administered 
orally  or  parenterally : 

1.  Is  effective  for  the  treatment  of 
megaloblastic  anemias  of  tropical  and 


nontropical  sprue,  nutritional  origin, 
pregnancy,  infancy,  and  childhood. 

2.  Lacks  substantial  evidence  of  effec¬ 
tiveness  in  “macrocytic  anemias  asso¬ 
ciated  with  pellagra  and  similar  defi¬ 
ciency  states”  and  such  vague,  unspecific 
conditions  as  “macrocytic  anemia  of  gas¬ 
trointestinal  origin”  and  “megaloblastic 
anemias  other  than  pernicious  anemia.” 

The  Food  and  Drug  Administration 
also  concludes  that  there  is  no  evidence 
that  doses  of  folic  acid  greater  than  1 
mg.  daily  have  greater  efficacy  than  do 
those  of  1  mg.  The  maintenance  level 
of  folic  acid  permitted  in  food  and 
dietary  supplements  is  up  to  0.1  mg.  for 
infants,  0.3  mg.  for  children  under  four 
years  of  age,  0.4  mg.  for  adults  and  chil¬ 
dren  four  or  more  years  of  age,  and  0.8 
mg.  for  pregnant  or  lactating  women. 
The  usual  therapeutic  dose,  oral  or  par¬ 
enteral,  is  up  to  1.0  mg.  daily. 

Dietary  supplement  preparations  are 
available  without  a  prescription  (21  CFR 
121.1134).  Levels  higher  than  dietary 
supplement  amounts  are  available  only 
with  a  prescription. 

Parenteral  drug  products  and  those 
oral  dosage  form  products  which  by  rea¬ 
son  of  containing  in  excess  of  0.8  mg. 
per  dosage  unit  or  per  recommended 
daily  dosage  or  because  of  a  recommen¬ 
ded  use  are  limited  to  prescription  dis¬ 
pensing,  are  regarded  as  new  drugs  (21 
U.S.C.  321  (p) ) .  The  Food  and  Drug  Ad¬ 
ministration  is  prepared  to  approve  ab¬ 
breviated  new-drug  applications  and 
abbreviated  supplements  to  previously 
approved  applications  providing  for 
these  articles  under  the  conditions  de¬ 
scribed  herein. 

A.  Form  of  drug.  Folic  acid  prepara¬ 
tions  are  in  (1)  tablet  form  suitable  for 
oral  administration  and  contain  no 
more  than  1.0  mg.  folic  acid  per  tablet 
or  (2)  solution  form  suitable  for  paren¬ 
teral  administration  in  the  dosages  rec¬ 
ommended  in  the  labeling  guidelines 
below. 

B.  Labeling  conditions.  1.  The  label 
bears  the  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription.” 

2.  The  drug  is  labeled  to  comply  with 
all  requirements  of  the  Act  and  regula¬ 
tions  promulgated  thereunder,  and  those 
parts  of  its  labeling  indicated  below  are 
substantially  as  follows:  (Optional  ad¬ 
ditional  information  applicable  to  the 
drug,  may  be  proposed  under  other  ap¬ 
propriate  paragraph  headings  and 
should  follow  the  information  set  forth 
below.) 

Folic  Acid 

DESCRIPTION 

(To  be  supplied  by  the  manufacturer.  This 
is  to  be  confined  to  an  appropriate  descrip¬ 
tion  of  the  physical  and  chemical  proper¬ 
ties  of  the  drug,  and  the  formulation.) 

ACTIONS 

(To  be  supplied  by  the  manufacturer.  This 
is  to  be  confined  to  an  appropriate  statement 
of  the  demonstrated  pharmacologic/phys¬ 
iologic  actions  of  the  active  ingredients  of 
the  drug  in  humans.  When  the  mode  of  action 
has  not  been  determined,  this  should  be 
clearly  indicated.) 

INDICATIONS 

Folic  acid  is  effective  in  the  treatment  of 
megaloblastic  anemias  due  to  a  deficiency  of 


folic  acid  as  may  be  seen  in  tropical  or 
nontropical  sprue,  in  anemias  of  nutritional 
origin,  pregnancy,  infancy,  or  childhood. 

WARNINGS 

Folic  acid  alone  is  Improper  therapy  in  the 
treatment  of  pernicious  anemia  and  other 
megaloblastic  anemias  where  vitamin  Bi2 
is  deficient. 

PRECAUTIONS 

Folic  acid  especially  in  doses  above  1.0  mg. 
daUy  may  obscure  pernicious  anemia  in  that 
hematologic  remission  occur  while  neu¬ 
rological  manifestations  remain  progressive. 

ADVERSE  REACTIONS 

Allergic  sensitization  has  been  reported 
following  both  oral  and  parenteral  admin¬ 
istration  of  folic  acid. 

DOSAGE  AND  ADMINISTRATION 

Oral  administration.  Folic  acid  is  well 
absorbed  and  may  be  administered  orally 
with  satisfactory  results  except  in  severe  in¬ 
stances  of  intestinal  malabsorption. 

Parenteral  administration.  Intramuscular, 
Intravenous,  and  subcutaneous  routes  may 
be  used  if  the  disease  is  exceptionally  severe, 
or  if  gastrointestinal  absorption  may  be,  or 
is  known  to  be,  impaired. 

Usual  therapeutic  dosage — In  adults  and 
children  ( regardless  of  age)  up  to  1.0  mg. 
dally.  Resistant  cases  may  require  larger 
doses. 

Maintenance  level.  When  clinical  symptoms 
have  subsided  and  the  blood  picture  has  be¬ 
come  normal,  a  maintenance  level  should  be 
used,  l.e.,  0.1  mg.  for  infants  and  up  to  0.3  mg. 
for  children  under  four  years  of  age,  0.4  mg. 
for  adults  and  children  four  or  more  years 
of  age,  and  0.8  mg.  for  pregnant  and  lactat¬ 
ing  women,  per  day,  but  never  less  than  0.1 
mg.  per  day.  Patients  should  be  kept  under 
close  supervision  and  adjustment  of  the 
maintenance  level  made  if  relapse  appears 
imminent. 

In  the  presence  of  alcoholism,  hemolytic 
anemia,  anticonvulsant  therapy,  or  chronic 
Infection,  the  maintenance  level  may  need 
to  be  increased. 

Holders  of  new-drug  applications  and 
abbreviated  new-drug  applications  ap¬ 
proved  for  folic  acid-containing  prepa¬ 
rations  limited  to  prescription  sale  shall 
submit  supplements  by  October  1,  1973 
to  provide  for  revised  labeling  in  accord 
with  that  given  in  paragraph  B.2,  above. 

Any  identical,  related,  or  similar  prod¬ 
uct,  not  the  subject  of  a  new  drug  ap¬ 
plication,  is  covered  by  the  new  drug  ap¬ 
plications  reviewed  and  is  subject  to  this 
notice.  See  21  CFR  130.40  (37  FR  23185, 
October  31,  1972).  Any  person  who 
wishes  to  determine  whether  a  specific 
product  is  covered  by  this  notice  should 
write  to  the  Food  and  Drug  Administra¬ 
tion,  Bureau  of  Drugs,  Office  of  Compli¬ 
ance  (BD-300) ,  5600  Fishers  Lane,  Rock¬ 
ville,  MD  20852. 

This  notice  is  issued  pursuant  to  pro¬ 
visions  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (secs.  502,  505,  52  Stat. 
1050-53,  as  amended;  21  U.S.C.  352,  355) 
and  the  Administrative  Procedure  Act  (5 
U.S.C.  554)  and  under  authority  dele¬ 
gated  to  the  Commissioner  of  Food  and 
Drugs  (21  CFR  2.120). 

Dated:  July  26, 1973. 

A.  M.  Schmidt, 
Commissioner  of  Food 
and  Drugs. 

[FR  Doc .73- 15699  Filed  8-1-73:8:45  am] 
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